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rcB P P D ACTION C 0 D I N G F 0 R 1\tlll 

1:-':vl ':IU: Janet Andersen 

REGISTRANT /COJ.Y1PAt~Y NAJvlE: 

(New A.I/EUP'S/Tolerances: YesD NoD) 

DATE OF APPLICATION ~- )- o )--· 

EPA RECEIVED DATE C£ -q.--o"P 

ASSIGNED IN PRAT: YesD NoD 

RAL RECEIVED------ DATE. ____ _ 
(RAL initials) 

FINAL ACTION 

MOS: ----(1) Cite All 
____ (+)Not Applicable 

----(3) Selective 

CRP 
Restricted Use: 
Manufacturing Use: 
Exclusive Use: 

Fast Track: Yes~ I'joD . 
Reviewer ~ 
Assigned by _,t.;:./?_,.ifc..L_ ___ _ 

[Noce: If Fasc Trac.k, _you may 

need co change Reviewer's 

Name in PRA T.] 

.. 
" 

YesD NoD 
YesD NoD 
YesD No CJ 
YesO :'-ioO 
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o=B P P D 
PM 90: Janet n ersen 

REGISTRANT /COMPANY NAME: Fast Track: Yes 
Reviewer ---"""'"""-"""' 
Assigned bv 

'- J --~""--'--'---

EPA REG./FILE SYMBOL [Note: ![Fast Track, you may 

need to change Reviewer's 

ACTION CODE Name in PRAT.) 

(New A.I/EUP'S/Tolerances: YesD NoB) 

ASSIGNED IN PRAT: Yes[;Y NoD 

FINAL ACTION 

RESPONSE CODE: _::..::__.::;__ __ 

MOS: _____ (I) Cite All 
_____ (4) Not Applicable 
_____ (8) Selective 

CRP YesD NoD 

Restricted Use: YesD NoD 
Manufacturing Use: YesD NoD 
Exclusive Use: YesD NoD 
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I 
June 2, 2004 

Mr. Dennis Szuhay 
Branch Chiet~ Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division (7511 C) 
Office of Pesticide Programs 
US Environmental Protection Agency 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Re: Final printed labeling for Certis USA, L.L.C., 
EPA Co. No. 70051 

(301) 604-7340 

4lt Dear Mr. Szuhay: 

e 

Certis USA. L.L.C. is respectfully submitting the enclosed final printed labeling that 
incorporates minor changes (Notifications) into the labeling for the following products: 

1) 

2) 
3) 

4) 
5) 

6) 
7) 
8) 

9) 

Spod-X LC, EPA Reg. No. 70051-46 

Agree. EPA Reg. No. 70051-4 7 

CL V LC, EPA Reg. No. 70051-41 

Thuricide HPWP. EPA Reg. No. 70051-53 

San 420 I Technical Concentrate. EPA Reg. No. 70051-70 

Lepinox XL WDG, EPA Reg. No. 70051-92 

Lepinox XL OF, EPA Reg. No. 70051-94 

Javelin WG 2, EPA Reg. No. 70051-98 

Agree 50 WP, EPA Reg. No. 70051-99 

Enclosed in support of this action are: form 8570-1 and 3 copies of each final printed label with 
changes incorporated. No other changes have been made to these labels. Thank you for your 
assistance in this matter. Please do not hesitate to contact me if you have any questions about 
this submission. I can be reached by telephone at 301 A83-3806 or by email at 
cdivelv:(rkertisusa.com. 

Sincerely. ...... 
• • • • • 
•••••• • • •• Christine A. Dively 
••••• . • ••••• 

Director of Regulatory Affairs 

Enclosures 

• ••• • • •••• 
•••• • • • •• • 

• 
•••• • • • ••• 
• • • • • •• •• 

• 
•••• • • •••• 
•••• • •••• 
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oEPA 

1 . Company/Product Number 

70051-46 

United States 

Environmental Protection Agency 
Washington, DC 20460 § Registration 

Amendment 
Other 

2. EPA Product Manager 

Dennis Szuh 

OPP Identifier Number 

4. Company/Product (Nama} PM# 

3. Proposed Classification 

D None D Restricted 

S LC Microbial Pesticides Branch 
__ :~-------------------------------------4-------------------------~--------------------~ 

5. Name and Address of Applicant (Include ZIP Code) 

Certis USA, L.L.C. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3} 

(b}(i}, my product is similar or identical in composition and labeling 

to: 
EPA Reg. No. 

D Check if this is s new address Product Name 

D Amendment • Explain below. 

Resubmission in response to Agency letter dated. 

Notification· Explain below. Other· Explain below. 

Explanation: Use additional page(s) if necessary. (For s6ction I end Section II.) 

Notification to revise the phrase "Spod-X LC is an IVP (Insecticidal Virus Product) ... " on page 1, to read "Spod-X LC is an Insecticidal Virus ... ". Added the word (heading) "Warranty" 
over the warranty statement. Revised "Oz. per acre" in the application rates table to read "Fl. Oz. per acre". Three copies of final printed labeling are also included in this 
submission. This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46. and no other changes have been made to the labeling or 
the confidential statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further understand that if 
this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be subject to enforcement action and 
penalties under sections 12 and 14 of FIFRA. 

Child-Resistant Peckeging 

DYes 

~J No 

Water Soluble Packaging 

0 Yes 

0 No 

.. If "Yes" No. per If "Yes" 
Package wgt 

No. per 
container Unit Packaging wgt. container 

of Net Contents Information 

Container 

6. Manner in Which Label is A Hi xed to Product 

1 . Contact to items directly 

Name 

Christine A. Dively 

4. Siza(s) Retail Container 

lJ Uthograph 
Peper glued 
Stencifed 

Title 

1 quart 

0 Other 

Director of Regulatory Affairs 

Certification 

2. Type of Container 

~=:~c 
Glass 

Paper 
Other (Specify} __________ _ 

5. Locetion of Label Directions 

f=~v~j on container 

•••• Telephone Ncl. (lnchotdo Area Codal 
•••• 

301-483-3806 •••• 

•••••• 1 certify that the statements I have made on this form and all attachments thereto are true, accurate and c<!>mpllet.,. 
1 acknowledge that any knowlinglly false or misleading statement mey be punishable by fine or imprisorvn:nt or • 

both under applicable law. • •! • •: 

6. O.fte ltpplicetion 

Re~ved 

•:: I~tamped) 

2. Signature 

~A-
4. Typed Name 

Christine A. Dively 

EPA Form 8570·1 (Rev. 3-941 Previous editions are obsolete. 

3. Title 

Director of Regulatory Affairs 
••••• • • ••••• 

5. Date 

White • EPA Fila Copy (original) 

• • • • • • ••• 
• 

•••• • • •••• 
•••• • •••• 

YeUow ·Applicant Copy 
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Spod-X® 
A Liquid Concentrate Biological Insecticide For Control of Beet Armyworm 

FOR ORGANIC PRODUCTION 
Active Ingredient:* 
Polyhedral occlusion bodies (OBs) of the nuclear nol'vhf>dr·nsi,:; 
of Spodoplera exigua 
Other Ingredients: 

Total: 
'This Jot contains at !east 2 billion OBs/ml. 

OMRI. 
••••••••• 
(}~L"!k ~AI~ffi.U ~iM~> !nvi~~ 

NET CONTENTS 1 QUART 
EPA Reg. No. 70051-46 
EPA Est. No. 70051-CA-001 

KEEP OUT OF REACH OF CHILDREN 
Manufactured by 
Certis USA, L.L.C. 
9145 Guilford Road 
Suite 175 CAUTION Columbia, MD 21046 

SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

SPOD·X LC is an Insecticidal Virus for control of the caterpillars 
of the beet armyworm on field and greenhouse crops and 
ornamentals. Read this label carefully. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS (AND DOMESTIC ANIMALS): 
CAUTION: Causes moderate eye irritation. Harmful if absorbed 
through skin. Avoid contact with skin. eyes or clothing. Harmful 
if inhaled. Avoid breathing spray mist Wash thoroughly with 
soap and water after handling and before eating, drinking, 
chewing gum, or using tobacco. Remove and wash contaminated 
clothing before reuse. 

FIRST AID 
If in eyes: Hold eye open and rinse slowly and gently with 
water for 15-20 minutes. Remove contact lenses, if present, 
after the first 5 minutes, then continue rinsing eye. 

If on skin or clothing: Take off contaminated clothing. Rinse 
skin immediately with plenty of water for 15-20 minutes. 

If inhaled: Move person to fresh air. If person is not breathing, 
call 911 or an ambulance. then give artificial respiration, 
preferably mouth-to-mouth, if possible. 
Call a poison control center or doctor for treatment advice. 
Have the product container or label with you when calling a 
poison control center or doctor, or going for treatment. Hot 
Line Number: 1-800-255-3924. 

PERSONAL PROTECTIVE EQUIPMENT: 
Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
• Shoes plus socks. 
Follow manufacturer's instructions for cleaning and maintaining 
PPE. If no such instructions for washables exist. use detergent 
and hot water. Keep and wash PPE separately from other 
laundry. 

Engineering Control Statements: 
When handlers use closed systems, enclosed cabs, or aircraft 
in a manner that meets the requirements listed in the Woriker 
Protection Standard (WPS) for agricultural pesticides [40 CFR 
170.240(d)(4-6)]. the handler PPE requirements may be reduced 
or modified as specified in the WPS. 

IMPORTANT: When reduced PPE is worn because a closed 
system is being used, handlers must be provided all PPE 
specified above for "applicators and other handlers" and have 
such PPE immediately available for use in an emergency, such 
as a spill or equipment break-down. 

USER SAFETY RECOMMENDATION 
Wash hands before eating, drinking, chewing gum. using 
tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS: For Terrestrial Uses: Do not 
apply directly to water, or to areas where surface water is present 
or to intertidal areas below the mean high water mark. Do not 
contaminate water when disposing of equipment washwaters 
or rinsate. 

• ••• • • DIRECTIONS FOR USE • • • • 
It is a violation of Federal law to use this productifl~inner 
inconsistent with its labeling. Do not apply this proei!Ct irPa way 
that will contact workers or other~•. either dire~;tly or 
through drift Only protected hanc#ers ma; be in thi Qtail during 
application. For any requirements.~ii~<eto your~etl.l.P?Tribe, 
consult the agency responsible for ~~t!tde regul,3tion .• 

• •••• • • ..... • • • • ••• 
• 

•••• • • •••• 
• ••• • •••• 
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AGRICULTURAL USE REQUIREMENTS 
Use this product only in accordance with its labeling and with 
the Worker Protection Standard, 40 CFR part 170. This 
Standard contains requirements for the protection of agricultural 
workers on farms, forests. nurseries and greenhouses, and 
handlers of agricultural pesticides. It contains requirements 
for training, decontamination. notification, and emergency 
assistance. It also contains specific instructions and exemptions 
pertaining to the statements on this label about personal 
protective equipment (PPE) and restricted entry interval (REI). 
The requirements in this box only apply to uses of this product 
that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during 
the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted 
under the Worker Protection Standard and that involves 
contact with anything that has been treated, such as plants. 
soil, or water is: 
• Coveralls 
• Waterproof gloves 
• Shoes plus socks 

GENERAL INFORMATION 
SPOD-X LC is a highly selective insecticide for use against the 
insects and on the crops listed on this label. Always follow these 
directions: 
Treat when larvae are young (early instars) and are actively 
feeding. Apply before extensive damage has occurred. When 
insect infestations are heavy, use the higher label rates. Thorough 
spray coverage is essential lor good insect control. Apply SPOD­
X LC by conventional ground or aerial application equipment 
with quantities of water to provide thorough coverage of infested 
plants without runoff. The amount of water needed per acre will 
depend on weather, spray equipment, and local experience. 
Use the application amount of SPOD-X LC in 20-100 gallons of 
water per acre for ground application and in at least 5 gallons 
of water for aerial application. Use of a spreader/sticker and 
ultraviolet screening agent can enhance the performance of this 
product. Fill the mix tank with desired quantity of water. Use 
agitation during mixing. If spreader/sticker or ultraviolet screen 
is used. add prior to the addition of SPOD-X LC. Mixing time 
can be reduced by premixing SPOD-X LC with a small amount 
of water and vigorously agitating before adding to the tank. Mix 
final formulation for 10-30 minutes. 

APPLICATION RATES 

CROP RATE 

Billions Obs Mls Per Acre FI.Oz 
Per Acre Per Acre 

Vegetables: 100-200 50-100 1.7-3.4 
Tomatoes. lettuce, 
cabbage, beans, 
peppers, celery, 
escarole, sweet corn, 
peas, asparagus, 
beets, cauliflower, 
cucumber, broccoli, 
onion 

Other Crops: 100-200 50-100 1.7-3.4 
Cotton, alfalfa, 
soybeans. peanuts. 
potatoes, corn, 
wheat, sweetpotatoes, 
tobacco. sunflower, 
sugarbeets 

CROP RATE 
Billions Obs Mls Per Acre FI.Oz 

Per Acre Per Acre 

FLORICULTURE: 100-200 50-100 1.7-3.4 
Chrysanthemum. 
gysophila, gerbera, 
rose, carnation, 
azalea, gladiolus. 
cyclamen, saintpaulia. 
geranium, Bouvardia 

MAKE APPLICATION WHEN LARVAE ARE IN THE FIRST 
AND SECOND IN STAR. LARVAE MUST INGEST OBS TO BE 
INFECTED, WHICH IS THE CASE WHEN THEY CONSUME 
SPRAYED PLANT MATERIAL. 

This product is for use on both field and greenhouse crops and 
ornamentals. USE NONCHLORINATED WATER AT A pH NEAR 
7.0 IN THE SPRAY-TANK MIX. SPOD-X LC can be applied up 
to and including the day of harvest and storage. Shake well 
before using. 

STORAGE AND DISPOSAL 
Do not contaminate water, food. or feed by storage or disposal. 

STORAGE: Store this product in original sealed container in 
a cool, dry place inaccessible to children and pets. Store at 
temperatures below 90'F. Bioactivity may be impaired by 
storage above 90'F. Storing the product in a freezer or 
refrigerator will extend its shelf-life. 

PESTICIDE DISPOSAL: Wastes resulting from the use of 
this product must be disposed of on site or at an approved 
waste disposal facility. 

CONTAINER DISPOSAL: Plastic container- triple rinse (or 
equivalent). Then offer for recycling or reconditioning, or 
puncture and dispose of in a sanitary landfill, or by incineration. 
or if allowed by State and local authorities. by burning. If 
burned, stay out of smoke. 

WARRANTY 
Certis USA, L.L.C. warrants that the material contained herein 
confom1s to the description on the label and is reasonably fit for 
the purposes referred to in the directions for use. Timing and 
method of application, weather. watering practices. nature of 
soil, the insect problem, condition of the crop, incompatibility 
with other chemicals not specifically recommended, and other 
influencing factors in the use of this product are beyond the 
control of the seller. Buyer assumes all risks of use, storage or 
handling of this material not in strict accordance with directions 
given herein. NO OTHER EXPRESS OR IMPLIED WARRANTY 
OF THE FITNESS OR MERCHANTABILITY IS MADE 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

•••• • • •••• 
•••• • • • •• • 

• 
•••• • • • ••• 
• • • • • • ••• 

•••• • • •••• 
•••• • •••• 
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Spod-X® 
A Liquid Concentrate Biological Insecticide For Control of Beet Armyworm 

FOR ORGANIC PRODUCTION 
Active Ingredient:• 
Polyhedral occlus1on bodies (OBs) of the nuclear polyhedrosis virus 
of Spodoptera exi_gua. .. ................................. 0.64% 

NET CONTENTS 1 QUART 
EPA Reg. No. 70051-46 
EPA Est. No. 70051-CA-001 

Other Ingredients: . . ............. .. ... . .. 99.36"/r, 

Total: ............... .. .................. ................ .. ................ I 00.00% 
·This lot contains at least 2 billion OBs/ml. 

KEEP OUT OF REACH OF CHILDREN 
Manufactured by 
Certis USA, L.L.C. 
9145 Guilford Road 
Suite 175 CAUTION Columbia. MD 21046 

CEF'"-TIS 
SEE SIDE PANEL FOR ADDITIONAL PRECAUTIONARY STATEMENTS 

SPOD-X LC is an Insecticidal Virus for control of the caterpillars 
of the beet armyworm on field and greenhouse crops and 
ornamentals. Read this label carefully. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS (AND DOMESTIC ANIMALS): 
CAUTION: Causes moderate eye irritation. Harmful if absorbed 
through skin. Avoid contnct with skin. eyes or clothing. Harmful 
if inhaled. Avoid breathing spray mist. Wash thoroughly with 
soap and water after handling and before eating, drinking. 
chewing gum. or using tobacco. Remove and wash contaminated 
clothing before reuse. 

FIRST AID 
If in eyes: Hold eye open and rinse slowly and gently with 
water for 15-20 minutes. Remove contact lenses. if present. 
after the first 5 minutes, then continue rinsing eye. 

If on skin or clothing: Take off contaminated clothing. Rinse 
skin immediately with plenty of water for 15-20 minutes. 

If inhaled: Move person to fresh air. If person is not breathing, 
call 911 or an ambulance, then give artificial respiration. 
preferably mouth-to-mouth, if possible. 
Call a poison conlrol center or doctor for treatment advice. 
Have the product container or label with you when calling a 
poison control center or doctor, or going for treatment. Hot 
Line Number 1-800-255-3924. 

PERSONAL PROTECTIVE EQUIPMENT: 
Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
• Shoes plus socks. 
Follow manufacturer's instructions for cleaning and maintaining 
PPE. If no such instructions for washables exist. use detergent 
and hot water. l<eep and wash PPE separately from other 
laundry. 

Engineering Control Statements: 
When handlers use closed systems. enclosed cabs, or aircraft 
in a manner that meets the requirements listed in the Worker 
Protection Standard (WPS) for agricultural pesticides [40 CFR 
170.240(d)(4-6)]. the handler PPE requirements may be reduced 
or modified as specified in the WPS. 

IMPORTANT: When reduced PPE is worn because a closed 
system is being used. handlers must be provided all PPE 
specified above for "applicators and other handlers" and have 
such PPE immediately available for use in an emergency, such 
as a spill or equipment break-down. 

USER SAFETY RECOMMENDATION 
Wash hands before eating, drinking, chewing gum, using 
tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS: For Terrestrial Uses: Do not 
apply directly to water. or to areas where surface water is present 
or to intertidal areas below t11e mean high water mark. Do not 
contaminate water when disposing of equipment washwaters 
or rinsate. 

• ••• • • 
DIRECTIONS FOR USE •• • • 

It is il violation of Federal law to use this product~"~ ~ner 
inconsistent with its labeling. Do not apply this procltJtt in!! way 
that will contact workers or other ~t'!l'!i~~ either dire~ly or 
through dnft. Only protected handlrers ma)"be in theo<Jre<J during 
application. For any requirements €jtri'l£4o your ~~Cii·fribe, 
consult the agency responsible for P~itil:fde regul;;otion. • 

• •••• • • ••••• 
• • • • ••• 

• 
•••• • • •••• 
• ••• • •••• 
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AGRICULTURAL USE REQUIREMENTS 
Use this product only in accordance with its labeling and with 
the Worker Protection Standard, 40 CFR part 170. This 
Standard contains requirements for the protection of agricultural 
workers on farms, forests, nurseries and greenhouses, and 
handlers of agricultural pesticides. I! contains requirements 
for training, decontamination. notification. and emergency 
assistance. It also contains specific instructions and exemptions 
pertaining to the statements on this label about personal 
protective equipment (PPE) and restricted entry interval (REI). 
The requirements in this box only apply to uses of this product 
that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during 
the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted 
under the Worker Protection Standard and tr1at involves 
contact with anything that has been treated, such as plants. 
soil, or water is: 
·Coveralls 
• Waterproof gloves 
• Shoes plus socks 

GENERAL INFORMATION 
SPOD-X LC is a highly selective insecticide for use against the 
insects and on the crops listed on this label. Always follow these 
directions: 
Treat when larvae are young (early ins tars) and are actively 
feeding. Apply before extensive damage has occurred. When 
insect infestations are l1eavy, use the higher label rates. Thorough 
spray coverage is essential for good insect control. Apply SPOD­
X LC by conventional ground or aerial application equipment 
with quantities of water to provide thorough coverage of infested 
plants without runoff. The amount of water needed per acre will 
depend on weather, spray equipment, and local experience. 
Use the application amount of SPOD-X LC in 20-100 gallons of 
water per acre for ground application and in at least 5 gallons 
of water for aerial application. Use of a spreader/sticker and 
ultraviolet screening agent can enhance the perfom1ance of this 
product. Fill the mix tank with desired quantity of water. Use 
agitation during mixing. If spreader/sticker or ultraviolet screen 
is used, add prior to the addition of SPOD-X LC. Mixing time 
can be reduced by premixing SPOD-X LC with a small amount 
of water and vigorously agitating before adding to the tank. Mix 
final formulation for 10-30 minutes. 

APPLICATION RATES 

CROP RATE 

Billions Obs Mls Per Acre Fl. Oz 
Per Acre Per Acre 

Vegetables: 100-200 50-100 1.7-3.4 
Tomatoes. lettuce, 
cabbage, beans. 
peppers, celery, 
escarole, sweet corn, 
peas, asparagus. 
beets, cauliflower, 
cucumber, broccoli, 
onion 

Other Crops: 100-200 50- 100 1.7-3.4 
Cotton, alfalfa, 
soybeans. peanuts, 
potatoes, corn, 
wheat. sweetpotatoes. 
tobacco, sunflower, 
sugarbeets 

CROP RATE 
Billions Obs Mls Per Acre FI.Oz 

Per Acre Per Acre 

FLORICULTURE: 100-200 50- 100 1.7-3.4 
Chrysanthemum, 
gysophila, gerbera. 
rose, carnation. 
azalea, gladiolus. 
cyclamen, saintpaulia, 
geranium, Bouvardia 

MAKE APPLICATION WHEN LARVAE ARE IN THE FIRST 
AND SECOND INSTAR. LARVAE MUST INGEST OBS TO BE 
INFECTED, WHICH IS THE CASE WHEN THEY CONSUME 
SPRAYED PLANT MATERIAL. 

This product is for use on both field and greenhouse crops and 
ornamentals. USE NONCHLORINATED WATER AT A pH NEAR 
7.0 IN THE SPRAY-TANK MIX. SPOD·X LC can be applied up 
to and including the day of harvest and storage. Shake well 
before using. 

STORAGE AND DISPOSAL 
Do not contaminate water. food. or feed by storage or disposal. 

STORAGE: Store this product in original sealed container in 
a cool, dry place inaccessible to children and pets. Store at 
temperatures below 90'F Bioactivity may be impaired by 
storage above 90·T Storing the product in a freezer or 
refrigerator will extend its ·shelf-life. 

PESTICIDE DISPOSAL: Wastes resulting from the use of 
this product must be disposed of on site or at an approved 
waste disposal facility. 

CONTAINER DISPOSAL: Plastic container- triple rinse (or 
equivalent). Then offer for recycling or reconditioning, or 
puncture and dispose of in a sanitary landfill, or by incineration. 
or if allowed by State and local authorities, by burning. If 
burned, stay out of smoke. 

WARRANTY 
Certis USA, L.L.C. warrants that the material contained herein 
conforms to the description on the label and is reasonably lit for 
the purposes referred to in the directions for use. Timing and 
method of application, weather. watering practices, nature of 
soil, the insect problem, condition of the crop, incompatibility 
with other chemicals not specifically recommended, and other 
influencing factors in the use of this product are beyond the 
control of the seller. Buyer assumes all risks of use, storage or 
handling of this material not in strict accordance vlith directions 
given herein. NO OTHER EXPRESS OR IMPLIED WARRANTY 
OF THE FITNESS OR MERCHANTABILITY IS MADE. 

•••••• • • • • • 
•••••• . .. 

•• 
••••• • • • •••• 

•••• .. . 
•••• 
•••• • • • •• • 

•••• • • • ••• 
• • . .. . 
• ••• 

•••• • • •••• 
••• • .... 

_______ .. ___________________________________ __. 
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SYMBOl.. 

SURNAME 

o.-.Te: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Christine A. Dively 
Certis USA 
9145 Guilford Road, Suite 175 
Columbia, MD 21 046 

Dear Ms. Dively: 

Subject: Labeling Amendment 
:: Spod-X LC 

EPA Reg. No. 70051-46 

WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Your submission dated 1 0 September, 2003 

The labeling amendment referred to above submitted in connection with registration under 
the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, has been received and 
reviewed and the labeling is acceptable. Please note that your organic language to the label is 
acceptable. Please submit three (3) copies of your final printed labeling incorporating the changes 
prior to releasing your product for shipment. A stamped copy is enclosed for your records. 

Should you have any questions regarding this correspondence, you may contact Leonard Cole 
directly at 703.305.5412. We hope that you find this information helpful. 

Enclosure 

Sincerely, 

,~~-~if( ~h ~ 
Dennis Szuhay, Br~ Chief ( 
Microbial Pesticides Branch 
Biopesticides and Pollution 
Prevention Division (7511 C) 

COHCUitiU!HO!S 

.......................................................... ··-············ 

EPA Form 1320.1A (1/90) Prinud on Rt:cyclt:d Pa~r OFFICIAL FILE COPY 
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INSECTICIDAl. VIRUS 

A Liquid Concentrate Biological Insecticide 
For Control of Beet Armyworm 

SPOD-X LC is an IVP (Insecticidal Virus Product) for control of the caterpillars of the beet armyworm on 
field and greenhouse crops and ornamentals. Read this label carefully. 

FOR ORGANIC PRODUCTION 

Active Ingredient:* 
Polyhedral occlusion bodies (OBs) of the nuclear 
polyhedrosis virus of Spodoptera exigua 
Inert Ingredients: 
Total: 
*This lot contains at least 2 billion OBs/ml. 

0.64% 
99.36% 
100.00% 

CAUTION 
KEEP OUT OF REACH OF CHILDREN 

NET CONTENTS I QUART 
EPA Reg. No. 70051-46 
EPA Est. No. 70051-CA-001 

• •• • • • •••• 

Manufactured by 
Certis USA 

• • ••••• • • • •• • • • • • • 9145 Guilford Road 
Suite 175 

•• • • ••••• • •• 
Columbia, MD 21046 ••••• • CEP:TIS • • •••• 

•••• • • •••• 
• • • • • . 

USER SAFETY RECOMMENDATION 
Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS: Do not contaminate water when disposing of equipment washwaters. 
STORAGE AND DISPOSAL: Do not contaminate water, food, or feed by storage or disposal. Open dumping is 
prohibited. Do not re-use empty containers. 
STORAGE: Store this product in original sealed container in a cool, dry place inaccessible to children and pets. 
Store at temperatures below 90°F. Bioactivity may be impaired by storage above 90°F. Storing the product in a 
freezer or refrigerator will extend its shelf-life. 
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site or at an 
approved waste disposal facility. Pesticide, spray mixture or rinsate that cannot be used should be disposed of on 

• 

• 
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site or in an approved waste disposal facility in accordance with Federal and local regulations. 
CONTAINER DISPOSAL: Plastic container- triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill, or by incineration, or if allowed by State and local 
authorities, by burning. Ifbuming is allowed, stay out of smoke. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS (AND DOMESTIC ANIMALS): Avoid inhalation or contact with skin, eyes or 
clothing. A void breathing spray mist. 

FIRST AID 
If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact lenses, if 
present, after the frrst 5 minutes, then continue rinsing eye. 
If on skin or clothing: Take off contaminated clothing. Rinse skin immediately with plenty of water for 15-20 
minutes. 
If inhaled: Move person to fresh air. If person is not breathing, call 9 I l or an ambulance, then give artificial 
respiration, preferably mouth-to-mouth, if possible. 
Call a poison control center or doctor for treatment advice. 
Have the product container or label with you when calling a poison control center or doctor, or going for treatment. 
Hot Line Number: l-800-255-3924. 

PERSONAL PROTECTIVE EQUIPMENT: 
Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
• Shoes plus socks. 
Follow manufacturer's instructions for cleaning and maintaining PPE. If no such instructions for washables 
exist, use detergent and hot water. Keep and wash PPE separately from other laundry. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Do not apply this 
product in a way that will contact workers or other persons, either directly or through drift. Only protected handlers 
may be in the area during application. For any requirements specific to your State or Tribe, consult the agency 
responsible for pesticide regulation. 

AGRICULTURAL USE REQUIREMENTS 
Use this product only in accordance with its labeling and with the Worker Protection Standard, 40 CFR part 170. 
This Standard contains requirements for the protection of agricultural workers on farms, forests, nurseries and 
greenhouses, and handlers of agricultural pesticides. It contains requirements for training, decontamination, 
notification, and emergency assistance. It also contains specific instructions and exemptions pertaining to the 
statements on this label about personal protective equipment (PPE) and restricted entry interval (REI). The 
requirements in this box only apply to uses of this product that are covered by the Worker Protection Standard. 
Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 4 hours. 
PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and that 
involves contact with anything that has been treated, such as plants, soil, or water is: 
• Coveralls 
• Waterproof gloves 
• Shoes plus socks 

GENERAL INFORMATION 
SPOD-X LC is a highly selective insecticide for use against the insects and on the crops listed on this label. Always 
follow these directions: 
Treat when larvae are young (early instars) and are actively feeding. Apply before extensive damage has occurred. 
When insect infestations are heavy, use the higher label rates. 
Thorough spray coverage is essential for good insect control. Apply SPOD-X LC by conventional ground or aerial 
application equipment with quantities of water to provide thorough coverage of infested plants without runoff. The 
amount of water needed per acre will depend on weather, spray equipment, and local experience. Use the 



17

application amount ofSPOD-X LC in 20-100 gallons of water per acre for ground application and in at least 5 
gallons of water for aerial application. 
Use of a spreader/sticker and ultraviolet screening agent can enhance the performance of this product. 
Fill the mix tank with desired quantity of water. Use agitation during mixing. If spreader/sticker or ultraviolet 
screen is used, add prior to the addition ofSPOD-X LC. Mixing time can be reduced by premixing 
SPOD-X LC with a small amount of water and vigorously agitating before adding to the tank. Mix final formulation 
for l 0-30 minutes. 

APPLICATION RATES 

CROP RATE 
Billions Obs Per Acre Mls Per Acre OzPer Acre 

Vegetables: 100-200 50- 100 1.7-3.4 
Tomatoes, lettuce, cabbage, beans, peppers, 
celery, escarole, sweet com, peas, 
asparagus, beets, cauliflower, cucumber, 
broccoli, onion 

Other Crops: 100-200 50-100 1.7-3.4 
Cotton, alfalfa, soybeans, peanuts, 
potatoes, com, wheat, sweetpotatoes, 
tobacco, sunflower, sugarbeets 

FLORICULTURE: 100-200 50- 100 1.7-3.4 
Chrysanthemum, gysophila, gerbera, rose, 
carnation, azalea, gladiolus, cyclamen, 
saintpaulia, geranium, Bouvardia 

MAKE APPLICATION WHEN LARVAE ARE IN THE FIRST AND SECOND JNSTAR. 
LARVAE MUST INGEST OBS TO BE INFECTED, WHICH IS THE CASE WHEN THEY 
CONSUME SPRAYED PLANT MATERIAL. 
This product is for use on both field and greenhouse crops and ornamentals. USE NON-CHLORINATED 
WATER AT A pH NEAR 7.0 TN THE SPRAY-TANK MIX. SPOD-X LC can be applied up to and 
including the day of harvest and storage. Shake well before using. 

Certis USA, L.L.C. warrants that the material contained herein conforms to the description on the label and 
is reasonably fit for the purposes referred to in the directions for use. Timing and method of application, 
weather, watering practices, nature of soil, the insect problem, condition ofthe crop, incompatibility with 
other chemicals not specifically recommended, and other influencing factors in the use of this product are 
beyond the control of the seller. Buyer assumes all risks of use, storage or handling of this material not in 
strict accordance with directions given herein. NO OTHER EXPRESS OR IMPLIED WARRANTY OF 
THE FITNESS OR MERCHANT ABILITY IS MADE. 

M08110J 
M081803 OMRJ 

SHAKE WELL BEFORE USING 
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A Liquid Concentrate Biological Insecticide 
For Control of Beet Armyworm 

SPOD-X LC is an IVP (Insecticidal Virus Product) for control of the caterpillars of the beet armyworm on field and greenhouse crops and 
ornamentals. Read this label carefully. 

Active Ingredient:* Polyhedral occlusion bodies (OBs) of the nuclear polyhedrosis virus of Spodoptera exigua 0.64% 
99.36% 

100.00% 
Inert Ingredients: 
Total: 
*This lot contains at least 2 billion OBs/ml. 

USER SAFETY RECOMMENDATION 
Wash hands before eating, drinking, chewing gum, 

using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS: Do not contaminate water when disposing 
of equipment washwaters. 
STORAGE AND DISPOSAL: Do not contaminate water, food, or feed by 
storage or disposal. Open dumping is prohibited. Do not re-use empty 
containers. 
STORAGE: Store this product in original sealed container in a cool, dry 
place inaccessible to children and pets. Store at temperatures below 90°F. 
Bioactivity may be impaired by storage above 90"F. Storing the product in 
a freezer or refrigerator will extend its shelf-life. 
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may 
be disposed of on site or at an approved waste disposal facility. Pesticide, 
spray mixture or rinsate that cannot be used should be disposed of on site 
or in an approved waste disposal facility in accordance with Federal and 
local regulations. 
CONTAINER DISPOSAL: Plastic container- triple rinse (or equivalent). 
Then offer for recycling or reconditioning, or puncture and dispose of in 
a sanitary landfill, or by incineration, or if allowed by State and local 
authorities, by burning. If burning is allowed, stay out of smoke. 

PRECAUTIONARY STATEMENTS: 
HAZARDS TO HUMANS (AND DOMESTIC ANIMALS): Avoid inhalation 
or contact with skin, eyes or clothing. Avoid breathing spray mist. 

FIRST AID 

If in eyes: Hold eye open and rinse slowly and gently with 
water for 15-20 minutes. Remove contact lenses, if present, 
after the first 5 minutes, then continue rinsing eye. 

If on skin or clothing: Take off contaminated clothing. 
Rinse skin immediately with plenty of water for 15-20 minutes. 

If inhaled: Move person to fresh air. If person is not breathing, 
call 911 or an ambulance, then give artificial respiration, 
preferably mouth-to-mouth, if possible. 

Call a poison control center or doctor for treatment advice. 

Have the product container or label with you when calling a 
poison control center or doctor, or going for treatment. Hot Line 
Number: 1-800-255-3924. 

NET CONTENTS 1 QUART 

EPA Reg. No. 70051·46 
EPA Est. No. 70051-CA-001 

PERSONAl PROTECTIVE EQUIPMENT: Applicators and other handlers 
must wear: 

• Long-sleeved shirt and long pants 
• Shoes plus socks. 

Follow manufacturer's instructions for cleaning and maintaining PPE. 
If no sucl1 instructions for washables, use detergent and hot water. 
Keep and wash PPE separately from other laundry. 

• •• • • 
•••••• • • •• 

MANUFAC.T.uRE.D BY: 
• • • •••• 

• ••• • • •••• 
• ••• • • • •• • 

• 
• • • ••••• • 

Certis USA, L.L.C. • 9145 Guilford Road, Suite 175, CQJ~rMiii,.,MD 21046 
•••• . . 

• • • •• •• 
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DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent 
with its labeling. Do not apply this product in a way that will contact workers 
or other persons, either directly or through drift. Only protected handlers 
may be in the area during application. For any requirements specific to your 
State or Tribe, consult the agency responsible for pesticide regulation. 

AGRICULTURAL USE REQUIREMENTS 
Use this product only in accordance with its labeling and with the Worker 
Protection Standard, 40 CFR part 170. This Standard contains requirements 
for the protection of agricultural workers on farms, forests, nurseries and 
greenhouses, and handlers of agricultural pesticides. It contains 
requirements for training, decontamination, notification, and emergency 
assistance. It also contains specific instructions and exemptions pertaining 
to the statements on this label about personal protective equipment (PPE) 
and restricted entry interval (REI). The requirements in this box only 
apply to uses of this product that are covered by the Worker Protection 
Standard. 

Do not enter or allow worker entry into treated areas during the 
restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted under 
the Worker Protection Standard and that involves contact with anything 
that has been treated, such as plants, soil, or water is: 

Coveralls • Waterproof gloves • Shoes plus socks. 

GENERAL INFORMATION 
SPOD-X LC is a highly selective insecticide for use against the insects and 
on the crops listed on this label. Always follow these directions: 

Treat when larvae are young (early instars) and are actively feeding. 
Apply before extensive damage has occurred. When insect infestations are 
heavy, use the higher label rates. 

Thorough spray coverage is essential for good insect control. SPOD-X 
LC should be applied by conventional ground or aerial application equipment 
with quantities of water to provide thorough coverage of infested plants 
without runoff. The amount of water needed per acre will depend on weather, 
spray equipment, and local experience. Generally, use the recommended 
amount of SPOD-X LC in 20-100 gallons of water per acre for ground 
application and in at least 5 gallons of water for aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the 
performance of this product. 

Fill the mix tank with desired quantity of water. Agitation should be used 
during mixing. If spreader/sticker or ultraviolet screen is used, add prior to 
the addition of SPOD-X LC. Mixing time can be reduced by premixing 
SPOD·X LC with a small amount of water and vigorously agitating before 
adding to the tank. Final formulation should be mixed for 10-30 minutes. 

RECOMMENDED APPLICATION RATES 

CROP RATE 
Billions OBs Mls Oz 

Per Acre Per Acre Per Acre 

Vegetables: 100. 200 50 ·100 1.7. 3.4 
Tomatoes, lettuce, cabbage, beans, 
peppers, celery, escarole, sweet corn. 
peas, asparagus, beets, cauliflower, 
cucumber, broccoli, onion 

Other Crops: 100.200 50 ·100 1.7-3.4 
Cotton, alfalfa, soybeans, peanuts, 
potatoes, corn, wheat, sweetpotatoes, 
tobacco, sunflower, sugarbeets 

FLORICULTURE: 100. 200 50 ·100 1.7. 3.4 
Chrysanthemum, gysophila, gerbera, 
rose, carnation, azalea, gladiolus, 
cyclamen, saintpaulia, geranium, 
Bouvardia 

APPLICATION SHOULD BE MADE WHEN LARVAE ARE IN THE FIRST AND 
SECOND INSTAR. LARVAE MUST INGEST OBS TO BE INFECTED, WHICH 
IS THE CASE WHEN THEY CONSUME SPRAYED PLANT MATERIAL. 
This product is for use on both field and greenhouse crops and ornamentals. 
USE NON-CHLORINATED WATER AT A pH NEAR 7.0 IN THE SPRAY-TANK 
MIX. SPOD-X LC may be applied up to and including the day of harvest and 
storage. Shake well before using. 

Certis USA, L.L.C. warrants that the material contained herein conforms to 
the description on the label and is reasonably fit for the purposes referred 
to in the directions for use. Timing and method of application, weather, 
watering practices, nature of soil, the insect problem, condition of the crop, 
incompatibility with other chemicals not specifically recommended, and other 
influencing factors in the use of this product are beyond the control of the 
seller. Buyer assumes all risks of use, storage or handling of this material 
not in strict accordance with directions given herein. NO OTHER EXPRESS 
OR IMPLIED WARRANTY OF THE FITNESS OR MERCHANTABILITY IS MADE. 

SHAKE WELL BEFORE USING 

•••••• • • • • • 
•••••• . . 

•• 
••••• . . 

• ••• • • •••• 
• ••• • • • •• • 

• 
• • •••••• • 

• ••• • •••• 
• • • • • • 

• • • • • • M_050603V2 .... 
• • • • • •• •• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I, Dennis Szuhay, Chief, Microbial Pesticides Branch, Biopesticides and Pollution Prevention 
Division, Office of Pesticide Programs, Office of Prevention, Pesticides and Toxic Substances, 
United States Environmental Protection Agency ("EPA"), certify that the pesticide product listed 
below is, as of the date of this letter, a registered product under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the products may be sold 
and marketed in the United States of America as authorized and limited by FIFRA. A true and 
correct copy of the product label approved by EPA is attached to accompany this letter. 

Registration of this product with EPA also denotes that the registrant listed below is responsible 
for ensuring full compliance with all laws of the United States of America, or goveming 
jurisdiction, regarding the sale, storage and/or disposal of the product. Further, the recipient of 
this letter is on notice that the status of the referenced registration and/or the accompanying label 
may change subsequent to the date of this letter. EPA assumes no responsibility to notify the 
recipient of this letter of any change in the status of the registration and/or the product label for 
the product listed below. EPA has issued a registration number for the product listed below to: 

Certis USA 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

EPA REGISTRATION NUMBER 
70051-46 

NAME OF PRODUCT 
Spod-X LC 

Dennis Szuhay, ChieP~ 
Microbial Pesticides Branch 

[Date] 

COHCUitRl!!NC1!S 

SYMBOt. ~ •• ?.:?.1/..C. ....... 7. !l!. .. ~- ••••• •••••••••••• ················· .................. ··········· ...... . ................ ·········-······ 
SURNAME) •• 'ry.!.~ .. • ... !'.'Y.!.l:-.tf.y.. ••••••••••••••••• 
OATE -~ 3-(.s--t lf 3-j {-C)l. 

················· 
EPA Fom1 1320-1A (1190) PrinJed 011 Recycled Pa~r OFFICIAL FILE COPY 
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February 11, 2004 

Ms. Nancy Tyler 
Biopesticides and Pollution Prevention Division (7511 C) 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1921 Jefferson Davis Highway, Crystal Mall 2 
Arlington, VA 22202 

RE: Gold Seal Requests 

Dear Ms. Tyler: 

(301} 604-7340 

.. . . 

• . . 
;1 t •• 

Certis USA L.L.C. (EPA Company No. 70051) respectfully requests that EPA provide three 
Gold Seal Letters for each of the following products: 

Product 

Agree 50 WP 
Cyd-X 
Javelin WG2 
Spod-X LC 
Gemstar LC 
Agree WG 

EPA Registration No. 

70051-99 v\: 
70051-44 ,>( 
70051-98 '~ 
70051-46 ~ 
70051-45 ~ 
70051-47 LJ 

We have included three copies of each label to assist in this request. Once the Gold Seal 
Letters are complete, please forward them to my attention at the following address: 

Certis USA L.L.C. 
9145 Guilford Rd. Suite 175 
Columbia, MD 21046 

Please feel free to contact me if you have any questions about this submission. I can be 
reached by telephone at (30 1 )483-3806 or by email at cdively@certisusa.com. 

Sincerely. 

~A-~ 
Christine A. Dively 
Director of Regulatory Affairs 

Enclosures 

....... . . . . . 



22

I 

SYMSOL 

StlRMAME 

OATE 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I, Phillip Hutton, Chief, Microbial Pesticides Branch, Biopesticides and Pollution Prevention 
Division, Office of Pesticide Programs, Office of Prevention, Pesticides and Toxic Substances, 
United States Environmental Protection Agency ("EPA"), certifY that the pesticide product listed 
below is, as of the date of this letter, a registered product under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the products may be sold 
and marketed in the United States of America as authorized and limited by FIFRA. A t1ue and 
correct copy ofthe product label approved by EPA is attached to accompany this letter. 

Registration of this product with EPA also denotes that the registrant listed below is responsible 
for ensuring full compliance with all laws of the United States of America, or governing 
jurisdiction, regarding the sale, storage and/or disposal of the product. Further, the recipient of 
this letter is on notice that the status of the referenced registration and/or the accompanying label 
may change subsequent to the date of this letter. EPA assumes no responsibility to notify the 
recipient of this letter of any change in the status of the registration and/or the product label for 
the product listed below. EPA has issued a registration number for the product listed below to: 

Certis USA L.L.C. 
9145 Gilford Rd, Suite 175 
Columbia, MD 21 046 

EPA REGISTRATION NUMBER 
70051-46 

NAME OF PRODUCT 
Spod-X LC 

Phllhp Hutton, Ch1ef 
Microbial Pesticides Branch 

[Date] 

COHC:URJU!HC!!S 

....... ······· .. .................. ................. .................. ............ ...... . ................. ·········-······ 
················· . ................ ................ ................. ................. ·····-········- ................ . 

EPA Form 1320-1A (1190} PrinJ~d on Recycled Pap<!r OFFICIAL FILE COPY 
·u.s. Government Pt\nlin<J Otfu:e: 2001- 71&-2641961139 
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PLG-08-2002 :1:23 ... 

August 07, 2002 

Nancy Tyler 
U.S. Environmental Protection Agency 
Office of Pesticide Programs (BPPD) 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

RE: Certis USA Gold Seal Request 

Dear Ms. Tyler: 

Cer1rs USA 
9145 Gu11tord Road 
SUite 175 
Co1umb1a. MD 2;046 

(301) 604-7340 

F{lj (301) 604 · 7015 
'Nww.cert1susa .com 

Certis USA L.L.C. (EPA CompanY.. No. 70051) respectfully requests EPA to provide three 
Gold Seal Letters for each of the following 9 products: 

9 Products 

Neemix 
Neemix 4.5 
Sood-X LC v 

Gemstar LC/ 
Agree WG 
Teknar HP-D 
Thuricide 48L V · 
Javelin WG 
Thuricide Technicai Concentrate 

EPA Regisrration No. 

70051-5 
70051-9 
70051-46 
70051-45 

/70051-47 
,/70051-51 
/70051-57 
.}0051-66 
70051-68 

Please find enclosed copies of the most recent EPA approved labels (3 copies for each 
prod'...!ct). Once the Gold Seal Letters are complete, please forward them to my attention at the 
following address: 

Certis USA L.L.C. 
9145 Guilford Rd. Suite 175 
Columbia, MD 21046 

::.02 
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SPOD-X® LC 
A liquid Concentrate Biological lnsecliclde 

For Control of Beet Armyworm 
SPOO.X lC il MIVP (lnH<il:xhl\'lrus Prodlld) I<K C(Ctltol <.1 tht Ultrp111a!1 ol \Jit b!tt 1111\)'\'/0rm ~ fitld lJ)j gtWYIOil!e 
<rOJ)$ 2fld 0/T\Jm.!nWs. Reld \J'Js lib! I cvelu!Jt. 

Aail"t P(V~tl oro'u9m boa!fs (OS.S) oJ lilt 
lng~d"nl': nudw Jid't1;edrosls W\Js !;{ Spodoplm fligva O.s-4';1, 

lnt111tlgredltnls: 
'Thislc.l roo!J.ilis allt.ll121:iUcn ~I 

99.16% 

ESTABUSHIAEIIT ~Q. 61250-11.:1 
EPA REGISTRA!I0/1 No. 5878$.-7 

CAUTION 
KEEP OUT OF THE REACH OF CHILDREN 

PRECAUnOHARY S1ATEJ.IEIIT'S: 
HAZARDS TO HUMAHS (AIIO DOME'STIC AW~); Avrid k11ltll..!ion or cm1..1.tt wi\h skln, eyu or~. Avoid 
b! Ulf\i 1'>9 t.j:O)' mi lJ. 
PEllSO!l.!L PROTECTIVE E01JlPliENT: A;pli:!lou llld o!Mr hW!tiS miiSII\llar. 

\.oo;l-sluvtd 1tw1 and loog 1)4Jlts • ShaH _tius s.cdJ. 
Hllow m<ll\u!OHtJifrl inslrudi:i:im ll)f dtvina Md mlir.Wni1g PP'E.II no sudliii:S1ru:S:lns kll washlblt$, usa dtter· 
9<¥~ IDl h01 waf.t{. Ketp Md wu/1 PPE !~tlt!y !1001 Olllttlaondry. 

S'TAIEME.JIT Of PRACTICAl mEATI.IENT: In cas& of con!.t.CI wilh rye.s 1\Jsh 1111tl p/M~ Ol'lla\H f~ 3\IUSII5 min· 
IIIH,II en sm, '1'/Mtliltol~~hJy \lit/llOlp Md walti'.ll !nll.altd, limO~ vi<;1im Ill huh ail. Apjlly IG!piatim H in<!ical.!!d. 
Gel mooic.!.J U111<1&on ~ itrL!tJOil Pf!liliS. 

USER SAFETY RECOMMENDATlON 
Wash han<Js be{oJa eating, <ftinklng, dlewing gum, using loba.cco, or using I he toil<ll 

·---" 

r-------------------------------------------------------------~ 
AORIC1JLTURAL USE REQUIREMEHTS if) 

RECOMMENDED APPUCATIOtl RATES 

CROP R.m:: 

100. 200 50- 100 1.7. 3.4 

100.200 50· 100 1.7. :1.4 

100-200 50· IOQ 1.7 ·3.4 

AP!'I.X~mll I:HOULO BE 1U.0E '1111'01 URV.U: ARE!)! TilE RUT AXD SEC:OOD ~STJ.Il LARV.l! ~US I i:'iGEST 
on TO 1.£ lllff:CTIO, \ll!lal IS lliECAlE 'lliD4 TlltY COOSUILE $PflAY'ED PWff W.IU!.lL 

llilft<llo,I!IY ..... MI>:<tlfiii.Jlf'>lll1~a091.11'od~t.U$tM:!'I~WAI'EJIATApHHEAA7.0L~TKf~"'~·W 
II IX. Si'OO·X lC INY t.o '1'1''-4 \1)10 1Mi!>Ax79 ro d.lyolhaM<!IId II!Y~.So'1allrwol N1<ft U\ll<l. 

Ul\rT'ED 'fi-'RRMITY 
~GiiNU:slrblrnlliln:imlh<Mm111111A tqrnl <J'~,i'lo:l.drt}IM~t:I!TW.<I:t\lllld:ly~~tl1l:< llly~>·p.!fC\ 
C0"'01V>l N! IOi:lloW t::tt;t !toM .tic:h ll't ~ M !hiiiQl 
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United States Environmental Protection Agency 

I, Phillip Hutton, Chief, Microbial Pesticides Branch, Biopesticides and Pollution Prevention 
Division, Office ofPesticide Programs, Office of Prevention, Pesticides and Toxic Substances, 
United States Environmental Protection Agency ("EPA"), certify that the pesticide product listed 
below is, as of the date of this letter, a registered product under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the products may be sold 
and marketed in the United States of America as authorized and limited by FIFRJ\,A true and 
correct. copy of the prod~ct label approved by EPA is attached to accompany this l<;tter. 

Registration of this product with EPA also denotes that the registrant listed below is responsible 
for ensuring full compliance with all laws of the United States of America, or governing 
jurisdiction, regarding the sale, storage and/or disposal of the product. Further, the recipient of 
this letter is on notice that the status of the referenced registration and/or the accompanying label 
may change subsequent to the date of this Jetter. EPA assumes no responsibility to notify the 
recipient of this Jetter of any change in the st~tus of the registration and/or the product label for 
the product listed below. EPA has issued a registration number for the product listed below to: 

EPA REGISTRATION NUMBER 
70051-46 

Certis USA L.L.C. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

NAME OF PRODUCT 
Spod-X LC 

Phillip Hutton, Chief 
Microbial Pesticides Branch 

233m 
[Date] 

CONCURRENCES 

SYMBOL .. 7511C ············· ················ ........................... ........................... ........................... ··························· ····················~···· ························· ······················ 
SURNAME 

....... ··························· ......................... ~. ············~·············· ........................... ......................... ························· ..................... . 
DATE 

E?AForm 1320-1 (12-70) OFRC:AL RL!: COPf 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

I, Phillip Hutton, Chief, Microbial Pesticides Branch, Biopesticides and Pollution Prevention 
Division, Office of Pesticide Programs, Office ofPrevention, Pesticides and Toxic Substances, 
United States Environmental Protection Agency ("EPA"), certify that the pesticide product listed 
below is, as of the date of this letter, a registered product under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), as amended, and that as such, the products may be sold 
and marketed in the United States of America as authorized and limited by FIFRA. A true and 
correct copy ofthe product label approved by EPA is attached to accompany this letter. 

Registration of this product with EPA also denotes that the registrant listed below is responsible 
for ensuring full compliance with all laws of the United States of America, or governing 
jurisdiction, regarding the sale, storage and/or disposal of the product. Further, the recipient of 
this letter is on notice that the status of the referenced registration and/or the accompanying label 
may change subsequent to the date of this letter. EPA assumes no responsibility to notify the 
recipient of this letter of any change in the status of the registration and/or the product label for 
the product listed below. EPA has issued a registration number for the product listed below to: 

EPA REGISTRATION NUJ.VffiER 
70051-46 

Certis USA L.L.C. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

NAME OF PRODUCT 
Spod-X LC 

Phillip Hutton, Chief 
Microbial Pesticides Branch 

JAN 2 3 2002 
[Date] 

Internet Address (URL) • http://www.epa.gov 
Recycled/Recyclable • Printed with Vegetable Oil Based Inks on Recycled Paper !Minimum 30° o Postconsumer) 
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A liquid Concentrate Biological Insecticide 
For Control of Beet Armyworm 

'1lis k1l CO<!laim &!least 2 tifi:n 0 ll:llnf 
ESTA!liJSHMEilT Ha 612SO·Il·l 
EPAREGISTRATIO!i llG. 587&11-7 

KEEP OUT OF THE REACH OF CHJLDREN 

CAUnON 
t'IIECAUI10HAIIV STATDIEtlTS: 

IWAAOS TO HUIIANS (AND OO!.IESTICAIIIMAI..SJ: A '!Old~ or Olr!i!d wit! s!OO. eyes ttdilll'.ii1Q. A'lllid 
~sptayll'i!!l 
l'fl'ISOOAL.I'ROTICn V E EOUll' Aililfr. ~ s and oiMt lmdla rs 1111..111 wear. 

I.Mg-Wih$1 sM illld l:rQ paJ\lS ' s- pk.cl $OI.'h. 
Fllilao'lNII!IrlanU<lt'1irts!JlJ<:lloo:sfol~ii!Y.I m.aUl!i!NlgPPE.Ifno IIJdlmiJ1.11!ioos [IJ(vruNties, uselk11H· 
g&l!l W h<rl wa(«. KHp on4 W£Sh PPE ~e!tlrom olil« lauldly. 

STATiiUiff OF P!lACTICAI. TREATUE!fl'! In ca!lll ol W'!IJ!d rill II)~ iiJSI1 1\ilh piM1y aiiii!!J!t fix atlusl15 !M­
ules.lf(ll'lWI\,llllSIItnruwWI"'lltth SGap Mdwaw.ll~llm0\'11\ic!i'niO kMI\ai'. '""'fl&•'"'i<lknl~ 
Gelme<ikah&stlloo~~O:::~m!ls. """' ..,.. 

USER SAFETY RECOMMENDATION 
Wash ha!lds before ea~ng, drinking. dlawing gum, using IDbatX.O, or using me~ 

HECOO!lEHiJED APl'LtcATIO/l RATES 

Cl!<W RAT£ 
~ ... "!.. ouO:m 

~ 100·200 1.7··3.4 .·· l--~.bwt.p<Jj<ll,oW(,ODtW.-!#1\pw. !!0. 100 
----~~.-cn.n 
0</wCI""' 
O>loo..W..~&.p6UUJ.-""'olll<l.~~b!.J.rol • 
....-,"""""'« 

100· 200 5(1. 100 J,7,.·M· 

floR:ull.n: 
~~;lbi"'Y" ... ~· .... -""""'~~-.....-n. l'bXild.l 

100-200 SG- 100 .. U·M 

A1'1'UCAmJI9!00UI BE loiUl! \Mlli I.Am'AE ME INM FilS! AMi 6!Cil!UI fimJt Ui'I'I'Af lMT ll«lfST 
OG lOBE~ 'lll\ICIIIS Till! C.W: 'IIIIW!MY OON5WE :lf!V.Yt.DI'Wif 1U:rEi11.U.. 

llm~ilb~Se«>bcl\ll!iSwf~1Jt111SII'II~I&~T'IDWmli.UA~~EAA101!111(£.!fRAY·TMK 
WJI.SfOO.Xl.C""fbi~C!>UUdhi>li"gli&&>ial-udiU>,lO.Siobldflo#tt>Uii>!. 

w.mtl 'liAEliWtTY 
~~~~::;~=:~~gN•1<1utlosdmo'tM~B$11><11ilr&rV~IUJll>!, 

~<lvul<s~-A~/dli>I!>.•IOIS»Colf~i!aoi·~NDil040 
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op GeM:~lCS tnte1Mbooal 
rt!Cu'tar purpo:se, coocemmg 

PRODUCT INFORMATION ·APPLICATION 
Recorr~'tended .\...P,K:allcn RC~~es 

UMITED WARRANTY 

TECHNICAL BULLETIN • SPOD-X LC BIOLOGICAL INSECTICIDE 
PRODUCT DESCRIPTION 

'Ths •~ col\la~s alleast 2 olllon OBslml 

BIOLOGICAL PROPERTIES 

!PPUCATION SOOULD BE MADE WHEN LARVAE ARE IN THE FIRST AND SECOND INSTAR. LARVAE MUST INGEST 
0BS TO BE INPECTEO, WHICH IS THE CASE WHEN THEY CONSUME SPRAYED PLANT MATERIAL. 

The m!Ofl'l\alJOO ccrJamed here-m 11 0013M 011 data 'flhdl are bfJs'!h'ed :o 00 relutlil, 
i 9JlHiiJI~€W by Crop GeM:tlC$ \tilema!vc.ia! Co~a\'«1 il!f'/j 1; tc: tra 'Jse:l at ~hil nSi'. ct. the u.ser ol S\Y.h m!otiTiat~>:.n 

• •• • •• 
A Liquid Ccn<1.ef1:rate:B~Iogical Insecticide 

for Control of Beet 

a1 I\1P 11nsect~•s Pro®c!} b O"Aitol of~ ca:erpil.lrs of te be€10il'l(erm 
Rea~ this label wf~, Rc:er to tf~ Ted'!il'Ca! e.etmtr ~~eS: iw 
Attive o ~fle<iral codu,..Jes (0Ssl J~ • • 
Ingredient' • • ri.Jdear !")-I'M clSpcdcpteta•iglllf • 0.64\ 
!ntrt ll'f9redieMs: • • • • • • • 99.35\ 

DIRECTIONS FOR USE 
It is a violation of Federal law lo use lhis product in a manner inconsistent wtth its labeling. Do not 
apply this product in a way that will contact workers or other persons. either dtrectly or through drift. 
Only protected handlers may be tn the area dunng application. For any reqUirements specific to 
your State or Tnbe, consufi the agency responstble for pesticide regulation. 
{Refer fo Technical Bulletin for Additional Guidelines for Use.} 

AGRICULTURAL USE REQUIREMENTS 
Use this produel only In acoordance With its lab&Ung and With the Worker Protection 

Standard, 40 CFR parl170. This Standard oontalns requirements for the protection of agrl· 
cufiural workers on farms,lorests,nurserles and greenhouses, end handlers of agricultural 
pestlcidas, It contains requlf1lfllents for training, decontamlnallon, notlficetion, and emer· 

assistance. 1\ also contains spoclfiC Instructions and exceptions ~rtalnlng 
oo this lalxll about personal prO\ectlve equipment (PPE) and reetric!ed 

l.ntmval (REI). The requif1ifllents In this oox only epp1y to uses of this prodoot 
covered by the Worl<er Protectioo Stahdard. 

Do not enter or aHow worker entty inlo l«!atlld areas during the restricted entry llltervat 
(REI) of 12 hours. 

PPE 1'1!111lired far early ant!)' to treated areas that is permitted under the WO!ker 
Protection Standard and that Involves contact With anything that has been treated, sooh as 
plants, soil, or water, is: 

Coveralls • Waterp!OOI gloves • Shoes plus socks 

GENERAL INFORMATION 
ts a highly selecttve insecttcide for use against the insects and on the crops listed 

label. Always follow these directions: 
Treat when larvae are young (early instars) and are actively feeding. Apply before extensive 

." .. damage has..occurred. When insect infestations are heavy. use the higher label rates. 
Thorough spray coverage is essential for good insect control. SPOD-X LC should be applied by 

conventional ground or aerial application equipment with quantities of water to provide thorough 
coverage of infested plants wtthout runoff. The amount of water needed per acre will depend on 
weather, spray equipment, and local expenence. Generally. use the recommended amount of 
SPOD-X LC 1n 20-100 gallons of water per acre for ground application and in at least 5 gallons of 
water for aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the pertormance of this 
product 

Fill the mix tank with desired quantity of water. Agitation should be used during mixing. If a 
spreaderlsttcker or ultra-violet screen is used. add prior to the addition of SPOD-X LC. Mixing time 
can be reduced by premixing SPOD·X LC with a small amount of water and vigorously agitating 
before adding to the tank. Final formulation should be mixed for 10-30 minutes. 

SHAKE WELL BEFORE USING 

Crop Genetics International •10150 Old Columbia Road • Columbia, MD 21046 
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PRODUCT INFORMATION· APPLICATION 

This product is !of use on both fie~ and greenhouse crops and ornamentals. USE NON·CHLORINATED WATER AT A pH NEAR 7.0 
IN THE SPRAY· TANK MIX. SPOO·X LC may bo appie<l up to and including the day ol harvest and Slorage. 

UIIITED WARRANTY 
CropGeru!lics lntemalional makes nowananly, express or im~ie<l, indu<ling the warranties of merchanlabH!y ar<i/or taness lor any 
par1icular purpose, concerning this material except those which are contained on this label andJor accompanying technical bulletin. 

TECHNICAL BULLETIN· SPOD-X LC BIOLOGICAL INSECTICIDE 
PRODUCT DESCRIPTION 

SPOO-X LC, produced in the laboratories of Crop Genelics ln!emaional is an IVP (lnseclicidal Virus Product) used to control 
caterpiHarsoflabelle<l insect pests, 

SPOO·X LC provides a un~ue opportuni~ for biological control of insect calerpinars without harmlul eflects on humans, 
domes!ic animals, wildie, benelicial insects and ~nts. 
SPOO·X LC is a f~uid concentrate. Its active ingre<lienl is the nuctear po~hedrosis virus of Spodoptera exlgw. 

Active P~he<lral occtusion bo<ies (OBs) of the 
lngredienf nuctear ~he<lrosis virus ol Spodoptm exlgua 
Inert! ngredients: 

'This lot contains at leasl2 binion OBslml. 

BJOLOGICAL PROPERTIES 

0.64% 
99.36% 

SPOO·X LC belongs 1o the family Saculovir.dae, subgroup A. Numerous virus particles or virions are randomly occ~ded within a 
protein paracrystalllrul matrix calted a ~edral occlusion body (OB). The vilions occtu<led within the OBs are the infectious unl• 
Virions consist of rod-shaped nuciaocapsids that are surrounded by an onvelope. The product is rapid~ inactivated by temperatures 
above !10' F. For prolonged slorage,lhe product sllould be kept below 40' F. 

MOOE OF ACTION 
The ~rus must bo ing&sted to bo infective. When infected, at ear~ stages of larval development, infection ummate~ results in 

desth. The OBs dissolve within seconds in !he midgut alter ingestion. The released inloctious virions enter the nuclei of !he epithefial 
cells lini11g !he midgut and replicsle. Virus progeny enter the heiTIOCOel and infect ~a!.\' al cen ~. induding hemOC)ie~ tracheal 
cells, fat body eels and epktermal cells. AN the cells ol tissues are susceptib~. Assembly of virions and formation ol OBs OCt:Ur only 
W1l1in the nucletJs. Lysis of eel and dlsntegralion of larval tissue begin shortly thereafter. Wnhin a day after ingestion, the usual~ dear 
hem~mph bacomes increaeing~ ctoudy. Another 1·2 days bter, ~hedra·shaped bodies are detected in the blood. Depending on 
lhedoseandambfent tereperatures, maximum effect on yoong lillVae wil OGCiJI' at 5·7 days alter innial ingesfion. Shortly alter death. 
~IVae bocorne flaccid and the integument ruptures, releasing bilions ol OBs. 

• APPLICATION SHOULD BE MADE WilEN LARVAE ARE tN THE FIRST AND SECOND INSTAR. LARVAE MUST INGEST 
OBS TO BE INFECTIED, WIIICH IS TilE CASE WilEN TilEY CONSUME SPRAYED PLANT MATERIAL 

BactJlovirusoo have baco found ~ in invertebrates; no member of this fam~y is known to infect vertebrates or plan~. SPOD·X 
LC roes no! reproduce n mammalian cells. Nio Gdverse efloct lo !ish, wi~l~e or banef<iaf organisms has been observed. 

The inlonmetion conteinod herein is base<! on data whioh are bolieved to bo reliable, but it is understood thet sU<h inlocmation is 
not guaranteed by Crop GeMtics lnternatioaal Corporation and is lo be used at the risk of \he user ol such in! ormation. 

• •• • •• 
A Liquid qq,tlc~ntrat:J ~iological Insecticide 

for Control of Beet Armyworm 

SPOO·X lC is an IVP llnS..CitOlai>Virus Product) !of oonlroiolof !he calerpilarliiOf !he -110yworm on field and greenhouse crops aod 
omamenlals. Read this ob~/:1~. R~er to the Teclmid!Bu'fn lof.,AtJ1nal tidef'~lor Use. 

Active o Polyhedrel occtulioo bodes (OBs) ci tile • 
Ingredient' " • nU<Iear~svirusofS~!frae.lfgu.t• 0.64% 
Inert lngre<lientt! " • " • • 99.36% 

'This lot contains a! least 2offion OBs/ml 

In case <f. contact with eyes Hush with ~enly ol walerfoc all east 15 minutes. fl on skin, wash lhorougl'ly 
victim to hesh air. Ap~y res~ralion lindicaled. Get medical a«enlioo ~irriliatfo~peli;iil, ';'s·;:r}.:•,~. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Do not 
apply this product in a way that will contact workers or other persons, either directly or through drift. 
Only protected handlers may be in the area during application. For any requirements specific to 
your State or Tribe. consult the agency responsible for pesticide regulation. 
(Refer to Technical Bulletin for Additional Guidelines for Use.) 

ESTABUSHMENT No. 58788-1.\0.002 · .... ,.r<>'l'·-~ -'; . ~ .~ . 
EPAREGISTRATIONNio.5878~7 ,., .• ,,.,'., · ··" • "':' · 1 

··-

Net Volume: 101so Old Columbia Road "'~ /., ·1 GENERAL INFORMATION 
lot No. .. . . • . "~ •• , ., ~<li.umb~: .. ~~=!~~"'"·:·::'.@:t.,l{Sfoo:X LC_~ ~highly selective insecticide for use against the insects and on the crops listed 

PRECAUTIONARY STATEMENTS: HAZARDS tO''fl'l)fAMJS {A'fiD Ddf.!ESfiC ANIMALS) on !lits label. Always follow these dtrections: 
f'RECAUTIONARYSTATEMENTS:Avoloillhalafionorcontactwilhsl<il,eyesorolothing.Avolobreathingspraymisl. Treat when larvae are young (earty instars) and are actively feeding. Apply before extensive 
PERSONAL PROTECTIVE EQUIPMENT: Ap~icatom and other handers must wear. damage has occurred. When insect infestations are heavy. use the higher label rates. 

, . . tong-sleeved sh~rt and long pants • Shres ~us socks. Thorough spray coverage is essential for good insect control. SPOD-X LC should be applied by 
;,:o~~~~':=~=~~=·gandmantainmgPPE.IInosuclllnstnx:tlonsktwashables,usedetergentandholwater.Keep conventional.ground or aerial .application equipment with quantities of water to provide thorough 

ENVIRONMENTAL HAZARDS: Do not oontaminate water wilen dsposing of equipment washwaters. 
STORAGE AND DISPOSAL: Do nol contaminate water, food, oc leed by storag< or disposal. Opon dumpilg is prohibled. Do no! re·use em ply 
containers. 
STORAGE: Store !his product in original sealed container m a oool, dry ~ace inaccessible 1o crn~ren and pot• Store at temperatures below 
!IO'F. BioectMty may be impaired by slorag<above90'F. Storing the product in a freezer or refrigemton\11 exland is shei~ie. 
PESTICIDE DISPOSAL: Wastas resulnglrom !he use of this procklct may be dispose<! of on sle or at an approved waste dlsposallaciily. 
Pesticide, spmy mixlure or rinsale !hat canoot bouse<! sho.Jd be <fiSpllSed ol on site oc alan approved waste <isposal faci~y in accordance 
with Federal and local regulations. 
CONTAINER DISPOSAl: Plast~ container • tri~e rinse (or equivaleni).Then ofler for recyclilg or recond!oning, or punelure and <ispose ol 
in a saritary landfil, or by indnaratioo, or, ~ allowed by Slate and local authorities, by burning. H buming is albwed, stay o~ ol smoke. 
Glass container· tri~e rinse (or equivalent!. Then dispose olin a sanila~ landfill or by other approved Slate and local procedures. 

coverage of mfested plants wtthout runoff. The amount of water needed per acre will depend on 
weather, spray equipment, and local experience. Generally. use the recommended amount of 
SPOD·X LC in 20·1 00 gallons of water per acre for ground application and in at least 5 gallons of 
water tor aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the pertormance of this 
product. 

Fill the mix tank with desired quantity of water. Agitation should be used during mixing. If a 
spreader/sticker or ultra· violet screen is used. add prior to the addition of SPOD·X LC. Mixing time 
can be reduced by premixing SPOD·X LC with a small amount of water and vigorously agitating 
before adding to the tank. Final formulation should be mixed for 10·30 minutes. 

SHAKE WELL BEFORE USING 
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200 100 

200 100 

This p!oduct is lor use on bolh fo~ and greenhouse crops and omamantafs. USE NON·CHLOAINATED WATER AT A pH NEAR 7.0 
IN THE SPRAY·TANK MIX. SPQI).X lC may be applied 14J lo aoo including the day of ha~est and ~orage. 

UMITED WARRANTY 
Crop Genet<s International makes no warranty, express or implie<l, indu<ling ~. warrantO. of merohantability and/or fitness for arry 
particvlar purpose, conceming this material except !hOS<l which are contained on trns label and/or accompan~ng technical buUetin. 

TECHNICAL BULLETIN· SPOD-X LC BIOLOGICAL INSECTICIDE 
PRODUCT DESCRIPTION 

SP{){}X LC, p~odtlced in the laboratoros of Crop Gooetics International is an IVP (lns<>cticidal Virus Product) used to control 
caterpillars d labelied irlsect peals. 

SPOD-X LC provides a unique opporturity for bKJ/ogical control of insect coterj>llars wm,oot harmful effects on humans, 
domestic animals, wildlife, beneficial insect1aoo ~ant• 
SPOD·X LC is a liquid concentrate. Its active ingredentis the nuclear potyhedrosis vius of Spodoptera exigua. 

Active Polyhedral occlusioo bodOs (OBs) of the 
lngreditnl' nudear polyhedrosis virus of Spodoptera exigua 
Inert Ingredients: 

'This lol contains atleasl2 billion OBs/ml. 

BIOLOGICAL PROPERTIES 

0.64% 
99.36% 

SPOD·X LC belongs fo the !ami~ Bac\Jiovit<lae, subgroup A. Numerous virus particles or virions are randomly occluded within a 
protein paraaystaline matrix called a polyhedral occlusion body (00). The virions occklded within the 00s are the infectious units. 
V'rions consist of rod-shaped n«<eocapsids that are surrounde<l by an anvaklpe. The product is ra~d~ inectivaled by temperatures 
above W F. For praonged storage, the product shoo~ be kept below 40' F. 

MODE OF ACTION 
The virus mu~ be i~e<l to be infeclive. Wnen infecle<l, at early stages of laNai develop~nen\ infeclion ultimately results in 

death. The OBs dssolve within eeconds n the midg!A alter ingestion. The released infectious virions enter the nucoi d the epithelial 
cells fining the midgut and replicate. \"<us progerry enter the hemocoef and meet virtually al oeH types, ilcluding hemocytes, tracheal 
celts, fat body eels and epldennal ceRs. ,IJithe cells of tissues are susoepti>e. Assemb~ of virions and fomnation of OBs occur only 
~ithin the nuc0us. Lysis of eel and <is integration of la~al tissue begin sho~y thereafter. Wrthin a day alteringeslion, the usual~ dear 
hemolymph becomes increasingly cloodty. Another 1·2 days later, polytlertra·shaped bodies are delecle<l in the blood. Depending on 
the dose and ambiOr\ttemperatures, ma>imum effecl on young larvae \Iii occtK at !H days·after init~l ingestion. Short~ afler death, 
iaNae become llece~ and the infegrJmant ruptures, releasing ~llions of OBs. 

,IJpPUCATION SHOU.LO BE MADE WHEN LARVAE ARE IN THE Fli!ST AND SECONO INSTAR. LARVAE MUST INGEST 
085 TO BE INFECTED, WlflCii IS THE CASE WHEN THEY CONSUME SPRAYED PLANT MATERIAL 

Baculoviruses hal'<! beer found on~ in invertebrates; no member of tho family is kootin to infect V<>rtebrates or plan~. SPOD·X 
LG doas no! "flroduce in mammaflan rells. N<> adverse elfeclto fish, v.ildlie or benef!Oal organisms has been obseNed. 

The information contained herein is based on data which ara believed to be reliable, but ~ is understood that such informalion is 
oot guarantee<! by Crop Genetics lnternatioMI Corporalion and is to be used at the risk of the user of such mlormation. 

• •• • •• 
A Liquid ~~ntr;:te!;Biological Insecticide 

for Control of Beet Armyworm 

SPOD·X LC is an IVP 11-\lrus Produd) lor conllll of the calerpilllls of --j'M)rm on f•~ and greenhouse crops and 
omaman~ls. Read this I at gareM~·,Ilefer to the Techi!bl Bfloin ~r A<fionfJu'li~ for Use. 

Active e Po~hedralocoloslonixliles(OiloloOile • 
lngre<lientt> o nuclear~rosis\irusof~erotx/g<AP 0.64% 
Inert lng!ediel!ts: 0 0 

• • 99.36% 
'This lot conlains at least2 billion OBslml 

KEEP OUT Of THE REACH Of CHILDREN 

STATEMENT Of PRACTICAL TREATMENT 

lncaseoloonlact wfth eyes Hush .;th plentyofwaterforatleas115 minutes. lion .On, washlhorough~.;fusoapandwater.ll inhale<!, reroove 
~i~ to fresh air. ApPy respiration W Micaled. Get medical anentioo H irritation persists. 
ESTABLISHMENT No. 587111l-MD~02 . 
EPA REGISTRATIOO No. 58788·7 
Net Volume: 
lot No. 

Mfg. By: 
Crop Genetics International 
10150 Old Columbia Road 

Columbia, MD 21046 

PRECAUTIONARY STATEMENTS: HAZARDS TO HUMANS (AND DOMESTIC ANIMALS) 
!'AECAUTIONARY STATEMENTS: Avod irllalation or contact.;~ sfdn, eyes or clothing. Avoid brea~ing spray mist. 
PERSONAL PROTECTIVE EQUIPMENT: Ap~icators and other handle!S musl wear. 

long-~eevedshirtandlongpoots•Shoesplussocks. 
Follow manufacturer's i•ctions lor cleaning and maintaining PPE. If no such instructions ~r washa~es. use ootergent and hot water. Ke<jl 
and wash PPE separate~ from other lauoo~. 

EHVIRONMENTAL HAZAROS: Don~ contarrinate wale! \\!len lf•posing of equ!>ment wamiO!S. 
STORAGE AND DISPOSAL: Do not contaminate water, food, or fee<! by ~orag< or disposal. Open oom~ng Is prohibM Do not re-use '111'~ 
containers. 
STORAGE: Store this product in original sealed contai:ler in a cool, ely ~ce inaccessi~e to cllidren and pets. Store attempe!atures below 
OO'F. Bi>actM~ may be mpare<l by storage alxlve OO'F. Storing~. product in a freeze! or refrigerator.~ e~end as ~f~ile. 
PESTICIDE DISPOSAL: Wastes resul!ing from ~e use olllis prn<IJct may be tisposed of on site or at an approve<! wa~e disposal facillfy. 
Pesticide, spray mixfure or rinsate that cannot be used siOOd be dspose<l of on site or at an apprwe<l wasle disposal facill!y in accordance 
.;th Federal and local ragelations. 
CONT,IJNER DISPOSAL: Plastic container -tnpo rinse (or equivalent).Then offer for rocycfing or recondlioning, or puncture and dispose of 
il a sanitary ondll, or by incineration, or, if aUowe<l by State and local authorities, by burning. If burning is allowed, stay out of smoke. 
G~ss container· tri~e rinse (or equivalent). Then dopose of in a sanl!a~ lar<llil or by other approve<! State and local precede res. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Do not 
apply this product in a wey that will contact workers or other persons, either directly or through drift. 
Only protected handlers may be in the area durtng application. For any requirements specific to 
your State or Tribe, consult the agency responsible for pesticide regulation. 
(Refer to Technical Bulletin for Additional Guidelines for Use.) 

GENERAL INFORMATION 
SPOD·X LC is a highly selective insecticide for use against the insects and on the crops listed 

on this label. Always follow these directions: 
Treat when larvae are young (early instars) and are actively feeding. Apply before extensive 

damage has occurred. When insect infestations are heavy, use the higher label rates. 
Thorough spray coverage is essential for good insect control. SPOD·X LC should be applied by 

conventional ground or aerial application equipment with quantities of water to provide thorough 
coverage of infested plants without runoff. The amount of water needed per acre will depend on 
weather, spray equipment, and local experience. Generally, use ttle recommended amount of 
SPOD·X LC in 20·100 gallons of water per acre for ground application and in at least 5 gallons of 
water for aertal application. 

A spreader/sticker and ultraviolet screening agent may enhance the pertormance of this 
product. 

Fill the mix tank with desired quantity of water. Agttation should be used dunn·g mixing. If a 
spreader/sticker or uttra-violet screen is used, add prtor to the addition of SPOD·X LC. Mixing time 
can be reduced by premixing SPOD·X LC with a small amount of water and vigorously agitating 
before adding to the tank. Final fonnulation should be mixed for 10·30 minutes. 

SHAKE WELL BEFORE USING 

Crop Genetics International •10150 Old Columbia Road • Columbia, MD 21046 
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PRODUCT INFORMATION -APPLICATION 

LIMITED WARRANTY 

TECHNICAL BULLETIN • SPOD-X LC BIOLOGICAL INSECTICIDE 
PRODUCT OESCRIPTlOfl 

BIOLOGICAL PRDI'£RTIES 

, APPLICATlOfl SHOOUlBE MADE 'II!IEM LARVAE ARE I~ THE FIRST AND SECOND INSTAR. LARVAE MUST INGEST 
065 TO 6E IIIFECTED. WHICH IS THE CASE WHEN THEY COHSUME SPRAYED PLANT MATEI1JAL. 

PRECAUTIONARY STATEMENTS: HAZARDS TO HUMANS (AND DOMESTIC ANIMALS) 
PRECAUTIONARY STATEMENTS: AoD\J ei\;\laY;r, or ccrJa:t wth sl'i1, C)'CS or chhJ'\g A10d !xe:tt:,q WilY rrr:;t 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Do not 
apply thiS product a way that will contact workers or other persons. mther directly or through dnlt. 
Only protected handlers may be in the area dunng application. For any reqUirements specific to 
your State or Tnbe. consult the agency responsible lor pesticide regulation. 
{Refer to Technical Bulletin lor Additional Guidelines lor Use.) 

AGRICULTURAL USE REQUIREMENTS 
and with the WOO<!!! Proteclloo 

plants, soil. or water, is: 
CoveraKs • Waterproof gloves • Shoes plus socks 

GENERAL INFORMATION 
SPOD·X LC 1S a highly selective insectiCide lor use agamst the insects and on the crops listed 

on thiS label. Always follow these dlfections: 
Treat when larvae are young (earty instars) and are actively feeding. Apply before extensive 

damage has occurred Wnen insect infestations are heavy. use !he higher label rates. 
Thorough spray coverage is essential tor good insect control. SPOD·X LC should be appli.W by 

conventiOnal ground or aerial applicatiOO equipment with quantities of water to provide thorough 
coverage of infested plants Without runoff. The amount of water needed per acre will depend on 
weather. spray equipment. and local exr;elience. Generally, use the recommended amount ol 
SPOD·X LC rn 20·100 ol water per acre tor ground applicatron and rn at least 5 gallons ol 
water lor aerial 

A spr•saderlsilicker and ultravrolet screening agen1 may enhance the pertormance of this 
product. 

Fill the miX tank wrth desired quantity of water. Agitation should be used during mixrng, II a 
spreaderlst,cker or ultra-violet screen iS us.W. add prior to the addition of SPOD·X LC. Mixing time 
can be reduced by premixing SPOD·X LC l'lit/1 a small amount ol water and vigorously agitanng 
before addmg to the tank. frnal formulatiOn should be mixoo lor 1().30 mrnutes. 

SHAKE WELL BEFORE USING 

Crop Genetics International• 10150 Old Columbia Road • Columbia, 1.10 21046 

---------------------------
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PRODUCT INFORMATION • APPUCATION A""'"- >W~<alloo Rates 

UllfTEO WARRANTY 

TECHNICAL BULLETIN • SPOD-X LC BIOLOGICAL INSECTICIDE 
PROOUCT DESCRIPTION 

Pcly!tedral o.:duslcn ixx!Mls (CBs) of&< 
noc!ear p<lyt«l!OSIS ~rus cl Spodopl«a exigva 0.64l, 

·nus lol cootams at ~.st 2 bil<>1 O!lsiml 

BIOlOGICALI'ROI'fRTIES 

1100£ OF ACTION 

99.JSo/, 

,APPLICATION SHOU\.0 BE MADE WHEN LARVAE ARE IN THE FIRST AND SECOND IHSTAR.LARVAE MUST INDEST 
0BS TO BE INFECTED. WHICH IS THE CASE WHEN THEY CONSUME SPRAYED PLANT MATERIAL. 

SPOO·X 

The mlom",abon COfltruMd herein lS based oo ctata wtldl are ~e-d 10 be r~liatXe. hM tl ;s unOOrs:ood !hal such \r:fo:mailCn .s 
not '1Jaran!etd by Crop Genettcs Jntema:10>1al Corponthoo afl'd tS te 00 used at the tJSk of tlle user of such m!NmalJOn. 

SPOO·X LC tS an !VP jir.socl.-.~5 ProduC!) br ~ ca:~rs :::.-,e b«te~m "''\ 
'""'''~als ReJd !11\s i.ll:<J cf'I:'Y Rtf~o lila Tecmi:al !l!at.t' Addtlo1 <>'f"1".i. Us. 

1.1:\ivt • ~,twalo"'~"~Bs\ol"'• • 
lngre<titnl' • • Mear ~:iyf'Mi'd•'i 1nus of Spodcptt~allg81 • M4"~ 

InErt !ngredi!rls: • • • • • • • 99.36\ 

tJr:..t VciUTie 
LctNo Cctumbia. MD 211146 

PRECAUTIONARY STATEMENTS: HAZARDS TO HUMANS (AND DOMESTIC ANIMALS) 
PRECAUTIONARY STATEMENTS: Ao'Ol\1 mi\ala:,'OO c.r cv;.lar.i nTh skin. eyes« civtl'fl"tJ A1c&d brelt1ng spraf rtfS: 

ENVIRONMENTAl HAZARDS: Do r« con1atrm'l;l'e water >Atlsn dlSfJO$if!9 o! !?qJf'IDOCit wast:wn~€rs 
STORAGE AND DISPOSAl: 0o not e«t1amna:e wa:tr !ocd, c: !r;ed b'f Sl«a'J$ \f dispo&al Open lii~'19 :s pxhb ted. Do 001 t1HS€ empty 
too!a!Mfs 

DIRECTIONS FOR USE 
II is a violation of Federal law to use this product in a manner inconsistent wrth its labi61ing. Do no! 
apply this product in a way that will contact workers or other persons. either directly or through drift. 
Only protected handlers may be in the area during application. For any requirements specific to 
your State or Tribe. consult the agency responsible for pesticide regulation. 
(Refer to Technical Bulletin for Additional Guidelines for Use.) 

AGRICULTURAL USE REQUIREMENTS 
Use this product only in accordance with ~s labellng and with the Worl<er Protection 

Standard, 40 CFR part 170. This Standard contains requirements lor the pro!ectloo of agri­
cultural workers on farms, forests, nurseries and greenhouses, and handle!S of agrtculturat 
pesticides. It contains requirements for training, decootaminatlon, and emer· 
gency assistance. It also contains specHic instmctloos end to the 
statements on !his label about personal protec!ive equipment entry 
interval (REI), The requirements in this box only apply to uses product. !hal are 
coveroo by the Worker Protection Standard. 

Do not enter or aUow worker entry into trealoo areas during the iO!eMl 
(REI) of 12 hours, 

PPE requlroo for early entry to treatoo are• !het ls """""'""· .,., """' 
Protection Standard and that involves contact wllh 
plants, sOli, or water, is: 

Coveralls • Waterproof gloves • Shoes plus socks 

GENERAL INFORMATION 
SPOD-X LC is a highly selective insect1cide tor use against the insects and on the crops listed 

on this label. Always follow these directions! 
Treat when larvae are young (early instars) and are actively feed1ng. Apply before extensive 

damage has occurred. When insect infestations are heavy, use the higher label rates. 
Thorough spray coverage is essential tor good insect control. SPOD-X LC should bi6 applioo by 

convenftonal ground or aerial application equipment with quanf1ties of water to provide thorough 
coverage of infested plants without runoff. The amount of water needed per acre will depend on 
weather. spray equipment, and local experience. Generally, use the recommended amount of 
SPOD·X LC in 20-100 gallons of water per acre for ground application and in at least 5 gallons of 
water for aerial application. 

A spreaderisticker and ullraviolet screening agent may enhance !he pertormance of this 
product. 

Fill the m1x tank with desired quantity of water. Agitation should be used during mixing. If a 
spreaderlstrcker or ultra-violet screen is used, add prior to the add1tion of SPOD·X LC. Mixing time 
can be reduced by premixing SPOD-X LC with a small amount of water and vigorously agitating 
before adding to !he tank. Frnal formulation should be mixed for 10·30 mmutes. 

SHAKE WELL BEFORE USING 

Crop Genetics ln1ernational•10150 Old Columbia Road • Columbia, MD 21046 
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SEP-03-1998 17:45 THERMO TRILOGY P.0l/15 

TRTLOG1"' FACSIMILE MESSAGE 

CORPORATION 

TO: Linda Hollis DATE: September 3, 1998 

COMPAA'Y: U.S. Environmental Protection Agency 

FAX NO.: 

FROM: 

(703) 308-7026 

Jim Messina 

TOTALPAGES:d 15 
(including cover) 

MESSAGE: As instructed in your voice mail message dated September 3, 1998, please find 
attached a copy ofthe June 25, 1996 submission package, a copy ofthe June 26, 1996 EPA 
receipt form, a copy of your August 14, 1996 approval letter, and a copy of the August 27, 1996 
final submission. Please note that the label and correspondence reflects Biosys, Inc. and Crop 
Genetics International; however, Thermo Trilogy Corporation now owns these companies and 
the product registrations have been officially transferred to us. The current registration number 
for Gemstar LC is 70051-46. 

I look forward to receiving an EPA stamped approved copy ofthe enclosed label. Ifyou need 
any additional infonnation, please contact me at (301) 483-3812. Thank you for your help in this 
matter. 

{ 

J 

!h: inform:Hion conuu~cd in thts facsimile message is intended only for the use of the individuals to whom it is nddn:ssed ,_nd mny contain 
•nlot'mlhon thst .'s pnvdoged :~nd confidential. If the n;ader of this message is not the intended o·ecipient, you 3.1'0 hereby r.otificcl thl!.t :my use. 
dosscmm~tton, doscnbuttoo or copytng of tht> communi calion is ~trictly l'rohibtted. lfvou h•ve rccC1VCd thos communic.1tion in error p!e:ue 
notify us 1mmcdistcly at (30J) 483-3812. Ths:nk you. • ' 

SEP-03-1998 17=31 301 604 7030 98% P.01 
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THERMO TRiLOGY P.02/l5 

August 27, 1996 

Linda Hollis 
Biopesticides and Pollution Prevention Division (7501W) 
Office of Pesticide Programs 
Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Subject: Continuation of Application for Label Amendments Dated June 25, 
1996- Submission of Corrected Labels per EPA Request Dated 
Aug 14, 1996 

SPOD-X~ LC, EPA Reg. No. 58788-7 

Dear Ms. Hollis: 

In response to your letter dated August 14, 1996, I am submitting herein five (5) copies ofthe 
SPOD-X® labeling with the requested change. I am also enclosing a copy ofyour August 14 
letter, and an EPA Form 8570-1 (Application for Pesticide - Other). 

We appreciate your timely response to our application for these minor label amendments, and 
look forward to receiving a stamped copy of the label for our files. 

Ifthere are any further questions, please contact me at (410) 381-3819. Thank you again for your 
continued assistance. 

Sincerely 

:i.?~ 
Manager of Regulatory Affairs 

A BIOLOGICAL PEST CONTROL COMPANY 

'10150 OLD COLUMBIA ROAD, COLUMBIA, MD 21046-1704 • 1410) 381-3800 .. FAX (410) 381-3S40 

SEP-03-1998 1?:31 301 604 ?030 98% P.02 
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&EPA 

1. Company/Product Number 

THERMO TRILOGY 

United Statee 

Environmental Protection Agency 
Wa1hlngton, DC 204150 

2. EPA Product Manager 

EPA Re • No. 58788-7 Li:t:.d.:J. 

PMI 

P.04/l5 

246011 

3. Propoe&d Clualfication 

(!]None D Reatriet•d 

5. Nama and Addr••• of Applicant llncluds ZIP Codsj 

Crop Genetics lnternational/biocys 
10150 Old Columbia Road 

6. Expedited Review. In accordance with FIFRA Section 3lcll31 
{Q)(i), my product ls similar or identical in composition and labeling 
to: 

Columbia, HD 21046 
EPA Reg. No. ________________________________ _ 

D Child: if r/1/$ /$ II IUIW 1JdtN9$t1 

Amendment· Explain below. 

Resubmiasion in response to Aoency latter dated-------

D Notific:etion • Explain below. 

Product Name 

D 
D 
[!] 

Flnal printed lal>ela In retponae to 
Agency letter dated 
"Me Too• Application. 

Other· Expt.ln below. 

Explanation: Uee edditional pege(sl if neoe'llaary. (For .. ction I and Section II.) 

Submissicn of 5 copLe$ of corrected labeling per E?A r~quest i~ L~tter dated 
August 14, 1996 

J. Location Nat Content• lnfonnation 

0 Label 0 Container 

e. Manner In Which Label Ia Affixed to Product 

Neme 
David P. Miller 

No. por 
conteinur 

4. Si:z 

Water Soluble Packaging 

Yea 

No 

If •vas· 
Package wgt 

Title 

No. por 
container 

2. Type of Container 

§~:~:0 
Glaov 
Paper 
Other (Sp&elfy) ______ _ 

On Label 
On Labeling accompanying product 

Telephone No. llnoluda Area Code) 
Mag~gcr of R~gul~tory Affeirs 

4l 

Certification 
I certify that tho utatomanta I hovo medo on this form and alluttachmenu thereto are tNI, accurate and complete. 
1 acknowledge mat anv knowingly fslae or misleading etatement may be puniahable by fine or lmprieonment or 

e. Dete Appflcation 
Rectlved 

(Stamped) 
both under epplloebla law, -

3. Title 

Manager of Regulatory Affairs 

4. Typed Name G. Data 

David P. liill~r 
August: 27, 1996 

EPA Form editions ere obeoteta. 

SEP-03-1998 1?:32 301 604 7030 

• ePA Flo CctiY ICIIfltlnAII 

'38% 

Yellow. Applicant Copy 

P.04 
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SEP-03-1998 17:47 THERMO TRILOGY P.0S/15 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

,u; I 4 19£6 
OFFICC:Of 

PREVENTION. PESTCIOES ANO 
TOXIC SlBSTANCES 

David P. Miller 
Manager, Regulatory Affairs 
Crop Genetics Intemationai/BioSys 
10 150 Old Columbia Road 
Columbia, Maryland 21046-1274 

Dear M:r. Miller: 

Subject: SPOD~XLC 

EPA Reg. No. 58788· 7 
Application for label amendments dated 6/25/96 

The labeling amendments referred to above, submitted in connection with registration 
under the Federal Insecticide, Fungicide and Rodenticide Act as amended, is acceptable with the 
following comment. 

1. Place the "Keep Out of Reach of Children'' statement .before the signal word "Caution". 

Submit five (5) copies ofthe labeling with this change. Any further q~estions, contact 
Linda Hollis@ (703) 308-8733. 

SEP-03-1998 17=32 

Sincerely, 

Linda Hollis 
Regulatory Action Leader 
Biopesticides and Pollution Prevention Division 
7501W 

301 604 7030 98% P.05 
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SEP-03-1998 17=48 THERMO TRILOGY 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

06/26/96 

P.06/l5 

DAVID P. MILLER 
CROP GENETICS INTERNATIONAL 
10150 OLD COLUMBIA RD 
COLUMBIA MD 210461704 

OFFICE OF 
PREVENTION, PESTICIDES. AND 

TOXIC SUBSTANCES 

PRODUCT NAME: SPOD-X LC 
COMPANY NAME: CROP GENETICS INTERNATIONAL 
OPP IDENTIFICATION NUMBER: 245606 
EPA REGISTRATION NUMBER: 58788-7 
EPA RECEIPT DATE: 06/26/96 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

The Office of Pesticide Programs has received your application 
for an amendment and it has passed an administrative screen for 
completeness. 

During the initial screen we determined that the application 
qualifies for fast track review. The package will now be forwarded 
to the Product Manager for review to determine its acceptability. 

If you have any questions, please contact Phil Hutton, 
Product Manager 90, at (703)-308-8260. 

Sincerely, 

Front End Processing Staff 
Information services Branch 
Program Management and Support Division 

RocyclodJRocyclable • Printed with Vegetable Oil Based Ink:!. on 100% Racycl&a Paper (40"/o Pcstc:onsumer) 

SEP-03-1998 17=33 301 604 7030 98% P.05 
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'96 ..rn 26 A 8 :53 

'< • Dear Mr. ~~~ton:: :: · 

\ biosys is making several minor changes to the labeling on the above-referenced product. 
· ' . Attached are:' (1) form 8570-1 describing the changes, (2) a copy of the previously approved, 

EPA-stamped label for this product, and (3) five copies of the new label copied onto S'hxll 

.' 

. paper. I hay~ highlighted the changes on the first copy of the labe1. 

;:'.- A.J outlined 'on the fonn 8S70-1, the changes in this label are: 

,. 

· .... . . • 

• . The restricted entry interval in the WPS section was reduced from 12 hours to 4, as 
was discussed at a Crop Genetics International (CGI) I EPA meeting. held April 13, 
1995, and attended by you, Janet Anderso~, ~ill Schneider, and ~oy Sjoblad. 

• The application rate table was modified to allow a range of use rates frorri the prior 
label rate down to halfthat rate.> ··:·.'-:.; 

'• .I 

P.07/l5 

• The section of the product label which had been referred to as the "technical bulletin" 
was deleted. Jhis portion of the label had no required statements. · 
- ' . ~ ....... . :· ~:.·.I . ~ .. ~ :· ••.. " • 

.. _ ..... 

· No new crops or insects were added, a.nd.no .changes were made to required label statements 
th d 'b . • '··' .~','·<~!''·~·:. ·. t' . ,,,~xi" .: . .. . . . other than ose escn ed above. -· · .~: :!:(~".~;;;::::.,:<:;~ ::'··~. ·"·:'~~,~-, ···.• · · 

.. '.~:::!~· '·v, ·.~'··" ~ ..... ~.·· ·.: ·,: .. • ~ .... ("):7·~'·~·,:: .il :~·:,;~. 

·:;~,,As you are aware, CGI was acquired by biosys early in 1995. We will soon submit the require 
. <, documentation to .effect a ~ll.tr~fer of~!~fC~l's registrations and supporting data to biosys . 

. · ' If you should have any questi.ons regardi~g this ap1endment, please contact me at (410) 381.;3819, 
or via fax at (410~ 3~1·3~44. · 

1 
· · .· · 

Sincerely, . · · · · ·. 
~ ·, . 

v~ 
.. ::: Manager of Regulatory Affairs 

·-·· 
~ · .. 

/· 

A BIOLOGICAL PEST CONTROL COMPANY 

' 
' 

.10150 OLD COLUMBIA ROAD, COLUMBIA, MD 21046-1704 • (410) 381-3800 • FAX (4101 381-3840 
SEP-03-1998 17:33 301 604 7030 98% P.07 



39

SEP-03-1998 17:49 THERMO TRILOGY p. 08/15 

June 25, 1996 

Phil Hutton (PM-18) 
Office of Pesticide Programs 
Document Processing Desk (AMEND) 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Subject: Minor label amendment, SPOD-X® LC Biological Insecticide, EPA 
Number 58788-7 

Dear Mr. Hutton: 

biosys is making several minor changes to the labeling on the above-referenced product. 
Attached are: (1) form 8570-1 describing the changes, (2) a copy ofthe previously approved, 
EPA-stamped label for this product, and (3) five copies ofthe new label copied onto 8Y2xll 
paper. I have highlighted the changes on the first copy of the label. 

As outlined on the form 8570-1, the changes in this label are: 

• The restricted entry interval in the WPS section was reduced from 12 hours to 4, as 
was discussed at a Crop Genetics International (CGI) I EPA meeting held Apri113, 
1995, and attended by you, Janet Anderson, Bill Schneider, and Roy Sjoblad. 

• The application rate table was modified to allow a range of use rates from the prior 
label rate down to half that rate. 

• The section of the product label which had been referred to as the "technical bulletin" 
was deleted. This portion of the label had no required statements. 

No new crops or insects were added, and no changes were made to required label statements 
other than those described above. 

As you are aware, CGI was acquired by biosys early in 1995. We will soon submit the require 
documentation to effect a full transfer of all of CGI' s registrations and supporting data to biosys. 

Ifyou should have any questions regarding this amendment, please contact me at (410) 381-3819, 
or via fax at (410) 381-3844. 

Sincerely, 

~~ 
Manager ofRegulatory Affairs 

A BIOLOGICAL PEST CONTROL COMPANY 

10150 OLD COLUMBIA ROAD, COLUMBIA, MD 21046-1704 • (410) 381-3800 • FAX 1410) 381-3840 

SEP-03-1998 17=34 301 604 7030 98% P.08 
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SEP-03-1998 17:49 THERMO TRILOGY P.09/l5 

Pf•4,. FntiiMtrr.JCtioM oft r.von~• l>ofo,.. compi.Ung form. Form Aocroved. OM.e_No. 2070.0060. Aoorovalaxpirn 05-31·98 

United Stetcs ~ Reglstriotlon OPP Identifier Numbar 

_&EPA Environmental Protection Agency Amendment 245469 Wuhlngton, OC 20460 Other 

~~plication for Pesticide - Section I 
1. CompanyJI>roduct Number 2. EPA Product Manager 3. Propooed Clonlfieetion 

58788-7 Phil Hutton 
ONono 0 Reetricted 

4. Company/Product (~.,) PMI 
SPOD-X C 18 

5. Name oM Addreu of Applicant (Include ZIP Codfl} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Crop Genetics International-A Subsidiary of lb)(i), my product is similar or identical in composition and labeling 

biosys to: 
10150 Old Columbia Rd. EPA Reg. No. 
Colum~ MD 21046-1274 

Ch•clc if lhl:!: 1:!: • new addtll$$ Product Name 

Section - II 

GJ Amendment· Explain below. D Final printed label& in ro~:pontle to 
Agency latter dated 

Resubmioeion in response to Agenov letter dated D "Mil Too• Application. 

Notlflcatlon- ExJ:)Iain below. D Other- Explain below. 

Explana-tion: Use additlonel pegelsllf neeauary. (For section I aM Saction fl.) 

Hinor label amendment: 
1. REI Changed frOJil 12 hours to 4 hours. 
2. Modified tbeapplication rate. 
3. Deleted non-required label elements. 

Section - Ill 
1. Material Thl• Product Will S. Paelceged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2.. Typo of Container 

Bv..a• aY·· 8 YeB §Mo~ Pta otic 
No No No GLue 

ertificstion mu$1 If ·y .. • No. pot 1t ·v .. · No. per Paper 
Unit Paclceglng w~. container Package wgt container Other (Specify) 

submlttod 
I 

3. Location of Not Contonta Information 4. Silolsl Retail Container 5. Location of Lob11l Directions 

0 0 Container 
B Onl.&bet 

Label On L.ebellna accompanying product 

6. Manner in Which Lab&! ia Affixed to Product §Utlwgreph D Oth•tr 
Paper ~!ued 
Stenci ad 

Section- IV 
1 . Contact Point (Compfote ltlll'n$ diroctJy bflllow for ldtntification of lndividutJI to be contscttld, if n•ceu11ry, to procl$$ this f1Pp/lcation.) 

Namo Tl!le Telephone No. (Include Area Code) 

David P. Miller Manager of Regulatory Affairs 410-381-3800 

Certification 6. Date Application 

I cortify that the etatamonts I have made on this form and ell attachments thereto ere true, 11ccurate and complete. Received 

I aeknowl11dge that any knowingly faloo or misloadlngstetement may be punishable by fine or im$)r'ioonment or (Stamped) 
both uMer applloebls lew. -;. nature 3. Tille : 

I Manager of Regulatory Affairs 

i 4. Typod Name 15. Date 

David P. Killer 6-25-96 

I 

SEP-03-1998 17:34 301 604 7030 98% P.09 
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SEP-03-1998 17:49 THERMO TRILOGY 
~PUD-X LC DRA.FT LABELLING 

P.10/l5 

Page 1 of6 

SPOD-X LC is an IVP (Insecticidal Vtrus Product) for control of the caterpillars of the beet armywonn on 
field and greenhouse crops and ornamentals. Read this label carefuUy. Refer to the Technical Bulletin for 
Additional Guidelines for Use. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) ofthe 
nuclear polyhedrosis virus of Spodoptera 
exigya 

Inert Ingredients: 

"'This lot contains at least 2 billion OBs/ml. 

KEEP OUT OF THE REACH OF CHILDREN 

CAUTION 

STATEMENT OF PRACTICAL TREATMENT 

In case of contact "With eyes flush with plenty of water for at least 15 minutes. If on skin, wash 
thoroughly with soap and water. If inhaled, remove victim to fresh air. Apply respiration if indicated. 
Get medical attention if irritation persists. 

Mfg. By: Crop Genetics International 
1 0150 Old Columbia Road 
Columbia, MD 21046 

ESTABLISHMENT No. 58788-:MD~002 

EPA REGISTRATION No. 

Net Volume: 

Lot No. 

SEP-03-1998 17=34 301 604 7030 98% P.10 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS (AND DOMESTIC ANIMALS) 

P.ll/15 

Precautionary Statements: Avoid inhalation or contact with skin, eyes or clothing. Avoid breathing 
spray mist. 

Personal Protective Equipment: Applicators and other handlers must wear 
Long-sleeved shirt and long pants 
Shoes plus socks 

Follow manufacturers instructions for cleaning and maintaining PPE. If no such instructions for 
washables. use deterger..t and hot water. Keep and wash PPE separately from other laundry. 

USER SAFETY RECOM.MENDA TION 

Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS 

Do not contaminate water when disposing of equipment washwaters. 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. Open dumping is prohibited. Do not re­
use empty containers. 

STORAGE: Store this product in original sealed container in a cool, dry place inaccessible to children 
and pets. Store at temperatures below 90" F. 

Bioactivity may be impaired by storage above 90" F. Storing the product in a freezer or refrigerator will 
extend its shelf-life. 

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site or at 
a.n approved waste disposal facility. 

Pesticide, spray mixture or rinsate that cannot be used should be disposed of on site or at an approved 
waste disposal facility in accordance with Federal and local regulations. 

CONTAINER DISPOSAL: 

Plastic container-triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture and 
dispose of in a sanitary landfill, or by incineration, or, if allowed by State and local authorities, by 
burning. If burning is allowed, stay out of smoke. 
Glass container-triple rinse (or equivalent). Then dispose ofin a sarutary landfill or by other approved 
State and local procedures. 

SEP-03-1998 17:35 301 604 7030 98% P.11 
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. 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Do not apply 
this product in a way that will contact workers or other persons, either directly or through drift. Only 
protected handlers may be in the area during application. For any requirements specific to your State or 
Tribe, consult the agency responsible for pesticide regulation. 

(Refer to Technical Bulletin for Additional Guidelines for Use.) 

AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard, 40 CFR 
part 170. This Standard contains requirements for the protection of agricultural workers on farms, 
forests, nurseries and greenhouses, and handlers of agricultural pesticides. It contains requirements for 
training, decontamination, notification, and emergency assistance. It also contains specific instructions 
and exceptions pertaining to the statements on this label about personal protective equipment (PPE) and 
restricted entry interval (REI). The requirements in this box onJy apply to uses of this product that are 
covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 12 
hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and 
that involves contact with anything that has been treated, such as plants, soil, or water, is: 

Coveralls 
Waterproof gloves 
Shoes plus socks 

GENERAL INFORMATION 

SPOD-X LC is a highly selective insecticide for use against the insects and on the crops listed on this label. 
Always follow these directions: 

Treat when larvae are young (early instars) and are actively feeding. Apply before extensive damage has 
occurred. When insect infestations are heavy, use the higher label rates. 

Thorough spray coverage is essential for good insect control. SPOD-X LC should be applied by conventional 
ground or aerial application equipment with quantities ofwater to provide thorough coverage of infested plants 
'Without runoff. The amount of water needed per acre will depend on weather, spray equipment, and local 
experience. Generally, use the reconunended amount of SPOD-X LC in 20-100 gallons of water per acre for 
ground application and in at least 5 gallons of water for aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the performance ofthis product. 

SEP-03-1998 17:35 301 604 7030 99% P.l2 
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Fill the mix tank \.Vith desired quantity of water. Agitation should be used during mixing. If a spreader/sticker 
or ultra-violet screen is used, add prior to the addition ofSPOD-X LC. Mixing time can be reduced by 
premixing SPOD-X LC with a small an1ount of water and vigorously agitating before adding to the tank. Final 
fonnulation should be mixed for 10-30 minutes. 

PRODUCT INFORMATION 

Application 

Recommended Application Rates 

Vegetables 200 
Tomatoes, lettuce, cabbage, beans, 
peppers, celery, escarole, sweet com, 
peas, asparagus, beets, cauliflower, 
cucumber, broccoli, onion 
Other Crops 200 100 
Cotton. alfalfa, soybeans, peanuts, 
potatoes, corn, wheat, sweetpotatoes, 
tobacco, sunflower, su arbeets 
Floriculture 200 1 00 
Chrysanthemum, gypsophila, gerbera, 
rose, carnation, azalea, gladiolus, 
cyclamen., saintpaulia, geranium, 
Bouvardia 

This product is for use on both field and greenhouse crops and ornamentals. 

Repeat as necessary to 
maintain control. 

USE NON-CHLORINATED WATER AT A pH NEAR 7.0 IN THE SPRAY-TANK JvfiX 

SPOD-X LC may be applied up to and including the day of harvest and storage. 

LinUted Warranty: Crop Genetics International, makes no warranty, express or implied including the 
warranties of merchantability and/or fitness for any particular purpose, concerning this material except 
those which are contained on this label and/or accompanying technical bulletin. 

SEP-03-1998 17:36 301 604 7030 98% P.13 
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TECHNICAL BULLETIN 
SPOD-X LC BIOLOGICAL INSECTICIDE 

PRODUCT DESCRIPTION 

. produced in the laboratories of Crop Genetics International is an TVP (Insecticidal Virus 
d to control caterpillars oflabeUed insect pests. 

provides a unique opportUnity for biological control of insect caterpillars without harmful effects 
omestic animals, wildlife, beneficial insects and plants. 

is a liquid concentrate. Its active ingredient is the nuclear polyhedrosis virus of Spodoptera 

• lient* 
ledral occlusion bodies (OBs) ofthe 
ar polyhedrosis virus ofSpodoptera exi&Ja 

;nts: 

; lot contains at least 2 billion OBs per ml. 

BIOLOGICAL PROPERTIES 

belongs to the family Baculoviridae, subgroup A Numerous virus particles or virions are 
;luded within a protein paracrystalline matrix called a polyhedral occlusion body (OB). The .thin the OBs are the infectious units. VIrions consist of rod-shaped nucleoca.psids that are 
•Y an envelope. 

is rapidly inactivated by temperatures above 90° F. For prolonged storage, the product should be 
0°F. 

MODE OF ACTION 

1st be ingested to be infective. When infected, at early stages oflarval development, infection 
suits in death. The OBs dissolve within seconds in the midgut after ingestion. The released 
ions enter the nuclei of the epithelial cells lining the midgut and replica.te. Virus progeny enter the 
.d infect virtually all cell types, including hemocytes, tracheal cells, fat body cells and epidermal 
~cells of tissues are susceptible. 

SEP-03-1998 17=36 301 604 7030 99% 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

June 12, 1997 

Mr. Jow-Li Su, President 
Thermo Triology Corporation 
7500 Grace Drive 
Columbia, MD 21044 

Dear Mr. Su: 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Subject: Transfer of Pesticide Registrations and Data From 
Company Number 58788 to Company Number 70051 

Pursuant to your request in your letter and transfer 
agreement undated (received F~bruary 10, 1997), we have approved 
the transfer of the following registrations and data from Crop 
Genetics International Corporation, company number 58788, to 
Thermo Triology Corporation, company number 70051. 

The effective date of these changes is the date of this 
letter. 

Registered Products 

SPOD-X Wettable Powder 
Gusano Biological Pesticide 
CYD-X 
GEMSTA.R LC 
SPOD-X LC 

Old EPA 
Reg. No. 

58788-1 
58788-3 
58788-4 
58788-5 
58788-7 

New EPA 
Reg. No. 

70051-42 
70051-43 
70051-44 
70051-45 
70051-46 

You also requested transfer of the Experimental Use Permit, 
58788-EUP-1, "INCIDE". According to our records this EUP 
is inactive and has expired and therefore is not eligible for 
transfer. 

You should indicate the new company designation, new EPA 
Registration Number and new Establishment Number (if it has 
changed) on the labeling at the next prin~ing which should occur 
no later than 18 months after the effective date of this 
transfer. After 18 months, any product released for shipment 
must bear the new Registration Number and Establishment Number. 
If you intend to use the labels which cur~ently appear on the 
transferor's product after the effective date of the transfer, 
but within the 18 month grace period, you must maintain complete 
and accurate records which identify by batch number, lot number, 
or other suitable description the quantities of such product 
bearing the transferor's label. Each con~ainer or package 
bearing the transferor's label which is released after the 

Recycled/Recyclable •Printed w~h Vegetable Oil Based Inks on 100'1. Recycled Paper (40% Postconsumer) 
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effective date of product registration transfer, must be clearly 
and accurately marked with the batch number, lot number or other 
descriptive designation used to identify the product in your 
records. 

Supplemental distribution agreements of registered products 
do not transfer with the Section 3 registration. It is your 
responsibility as the registrant to notify any and all 
supplemental distributors of the transferred product(s) of this 
transfer agreement. If you wish to enter into supplemental 
distribution agreements of your product(s) under this new 
registration, the form "Notice of Supplemental Distribution of a 
Registered Pesticide Product," EPA Form 8570-5, must be submitted 
to the Agency for each supplemental distributorship. 

You are required to contact your local EPA Regional Office 
to determine what effect this transfer of pesticide registrations 
has on the pesticide production establishment registration. 

It will not be necessary to submit labeling for review if 
the only changes are in the company designation and the EPA 
Registration Number. Other changes in the product and/or 
labeling may require EPA review and approval prior to initiation. 
In any correspondence on these products always refer to the U.S. 
EPA Registration Number listed above. 

The transferred registration will have the same status under 
the Federal Insecticide, Fungicide and Rodenticide Act, as 
amended, 7 USC 136 et seq., as it had prior to the approval of 
this transfer. 

When registrations are transferred from one company to a 
second company, all restrictions, data requirements, conditions 
(suspensions) , and deadlines existing on the registrations are 
transferred with the registrations. The new company is 
responsible for adhering to or complying with all such 
restrictions, etc. on the acquired products. 

In regard to deadlines, the transferee company is 
responsible for submitting all required data according to the 
schedules already established for the acquired products. Failure 
to do so will result in the issuance of a Notice of Intent to 
Suspend. Requests from transferee companies for additional time 
to submit, because they acquired the registration(s) after the 
3(c) (2) (B) request was issued will not be granted. If a 
transferee company has other valid reasons for delays in the 
testing which were clearly outside of their control, then such 
requests for time extensions will be considered in accordance 
with the established procedures. Transfers occurring while a 
3(c) (2) (B) request is being issued or during the 90-day response 
time are subject to the same conditions expressed above. 
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Registration is in no way to be construed as an endorsement 
or approval of these products by the Agency. _ In order to protect 
health and the environment, the Administrator, on his motion, may 
at any time suspend or cancel the registration of a pesticide in 
accordance with FIFRA. 

Furthermore, the transfer of the subject registrations is 
approved under the condition that the annual maintenance fee 
obligation has been fully satisfied. The marginal maintenance 
fee is determined based solely on the total number of active 
section 3 and section 24(c) registrations held by the transferor. 
If the annual maintenance fee has not been fully satisfied, the 
transferee and transferor will be notified to comply within a 
specified time period or the affected registrations may be 
canceled. 

The Agency acknowledges it has received a request for data 
transfer undated (received February 10, 1997) to transfer data 
ownership from the transferor to the transferee. The data 
transfer is effective the date of this letter. After this date 
Ther.mo Triology Corporation will be considered the data owner. 
This action will not automatically reflect on the Data Submitters 
List. If you want to be added to the Data Submitters List, you 
must submit a request to: 

Document Processing Desk (DSL) 
Office of Pesticide Programs 
U.S. Environmental Protection 
401 M Street, S.W. 
Washington, DC 20460-0001 

( 7504C) 
Agency 

By copy of this letter we are informing the transferor of 
these changes. If you have any questions about this transfer 
approval please contact me at (703) 305-6474. 

~~~erely, d' ~' v0__ 
/0fJHv._/ , ~ f Cv • 
Donna G. Parker 
Information Management Specialist 
Information Services Branch 
Information Resources & Services Div (7504C) 

cc: Dr. Edwin C. Quattlebaum, President & CEO 
Crop Genetics International Corporation 
10150 Old Columbia Road 
Columbia, MD 21046 
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&E 
United States 

Environmental Protection 
Washington, DC 20460 

1""-" 
~c--T 

OPP Identifier Number ~ 

1 . Company/Product Number 

58788-7 
4. Company!Pryeuct (Name) 

SPOD-X LC 

5. Name and Address of Applicant (Include ZIP Code} 

Crop Genetics International 
10150 Old Columbia Road 
Columbia, Maryland 21046 

D Check if this is a new address 

Amendment - Explain below. 

PMI 
18 

3. Proposed Classification 

(::;]None D Restricted 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 
EPA Reg. No. ______________________________ __ 

Product Name 

Final printed labels in response to 
Agency letter dated March 2, 1995 

Resubmissio.: in response to letter dated-------

w 
D 
D 

"Me Too" Application. 

D Notification - Explain Other- Explain below. 

Explanation: Use additional page(s} if necessary. (For section I and Section ll.l 

be submitted 

3. Location of Net Contents Information 

0 Label Container 

6. Manner in Which Label is Affixed to Product 

R. Mark Beach 

Water Soluble Packaging 

Yes 

No 

4. Size(s) Retail Container 

2. Type of Container 

Metal 
Plastic 
Glass 
Paper 
Other 

5. Location of Label Directions 
On Label 
On Labeling accompanying product 

•• elephone No. (Include Arn ~g~~~ 
Product Development 410-381-Jhoo • • • • • 

Certification 6. Date Applies~~,. • 

I certify that the statements I have made on this form and all attachments thereto are true, accurate complete. : Plec!ft'68d • • 
• •• • •••• I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 

both under applicable law. 

3. Title 

Director. Product Development 

5. Date 

R. Mark Beach April 28, 1995 

EPA Form 8570-1 (Rev. 8-941 Previous editions are obsolete. White - EPA file Copy (original! 

JStampeAt: •• • 

• •• • • • •••• 
• ••• • • • •• • 

_, 
' 
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for notifications, final printed labeling, reregistration, 
following material must accompany the application: 

1. Certification with Respect of (EPA 
2. Confidential Statement of Formula {EPA Form 8570-4); 
3. Formulator's Exemption Statement (EPA Form 8570-27); 
4. Five copies of draft labeling; 
5. Three copies of any data submitted; 
s. Authorization fetter whore applicable; 
7. Matrices where applicable. 

Submission of labeling · Labeling should be submitted 
in the form of typed label on 8.5 x 11 inch paper for 
constructed in way as to facilitate storage in en 8.5 x 1 
x 11 inch paper for submission. 

[If 

to applications 
registration submitted on this form, the 

15.2.81 

registration. Such draft labels may be 
n?e>n<lrArl mockup, it ShOUld be .. 

x 11 inches should be mountc:;d o 

Submission of Datil - Data submitted in support of this application must submitted in accordance with PR Notice 86·5. 

aatermine the type of registration 
connection with Registration actions, Sections 

rasubmissions, 

""-'"-'"'-'-'="-"--"- This section must be completed, 
1. Company/Product Number Insert your Company Number, by This number been assigned to you as a 

basic registrant, a distributor, or as en establishment. If your product is registered, insert the Product Number. 
2. EPA Product Man11gar- If known, fill in the name and PM number of the EPA Product M''"'""" 
3. Proposed Cllil!ll:ification • Specify the proposed classification of 
4. Product Nama - Enter the complete product of this on The specific to this product only. 

Duplication of names is not permitted among products of the Do not include any brand nama or company line designations. 
5. Name and Address of Applicant · The name of the firm or person in your application is the person firm to whom tha 

registration will be issued. If you are acting in behalf of anothar authorization from that party to act for them in registration 
matters. An applicant residing in tha United States must residing in the United to act for them in all 
registration matters. The name and complete mailing address of such must accompany this application. 

s. Expedited Review • FIFRA section 3 (c) 3 !B) provides for of applications for registration, or amendments to existing .,,,i.,tr:.ti, 

that are similar or identical to other pesticide products that currently with the EPA. In order for your application to be eligible 
expedited review, you must provide us with the EPA Registration Number and product name of the product you believe is similar to or identical to 
your product. The product similar or identical in both formulation uses. 

=~..!...!~""-'-" - This section must completed for all applications only currently registered product 
(Amendment). for a resubmission in response to an Agency letter, for notifications to the Agency, for the submission of final printed labeling, for 
reregistration and for any other action that pertains to This section is .!lQ1 !9. be for a new application for 
registration. 
1. Subject of submission - Check the applicable block and provide the Agency letter date if appropriate. Provide a 

for the submission, such ~the addition of (specify)"; "amend the Confidential Statement 
submissionw; ·~~'ler~llabel revision of il additional is 

• • • 
SECTION m (Paeka~ and Container Information) - This Section 
regi4r4it~~r applica!le "rrtenam 

1. fype of'r:>ackaging - Check the appropriate block your product will 
l%t!!~~~he size of the individual packets and number per retail container. 

2. T~ of Retail Centa~r • Indicate type of container in which product will 
3. l--•• of Nefc;:irltteOt~~:- Indicate the location of the 
4. §w.:e,l.ef Retail Cljlntainer · Specify the net contents 
5. loc!ltlon of Use pJrec~ons Indicate the location of the directions for your product. 
6. Manner in whil!h

0 
~at:!eis affixed to product - Indicated the method product attached to retail container . 

••• • 
=~..!...!~""-'-"- (Cfnle~~ ~Point) - This Section must be completed Registration actions, 
resubmission, "me-too," reregistration, etc. 

explanation of the purpose(s) 
Formula by ... "; "reregistration 

connection with new 
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US ENVIRONMENTAL PROTECTION AGENCY 
OFFICE OF PESTICIDES PROGRAMS 

REGISTRATION DIVISION (TS-767) 
WASHINGTON, DC 20460 

NOTICE OF PESTICIDE: REGISTRATION 

REREGISTRATION 

(Under the Federal Insecticide, Fun{:icide, 
and Rodenticide Act, as amended) 

NAME AN ADDRESS OF REGISTRANT (Include ZIP code) 

r 

L 

NAME OF PESTICI 

.J 

NOTE: Changes in labeling formula differing in substance from that accepted in connection with this registration must be 
submitted to and accepted by the Registration Division prior to use of the label in commerce. In any correspondence on this 
product always refer to the above U.S. EPA registration number. 

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered under 
the Federal Insecticide, Fungicide, and Rodenticide Act. 

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith. 

Registration is in no way to be construed as an indorsement or approval of this product by this Agency. In order to protect 
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest­
icide in accordance with the Act. The acceptance of any name in connection with the registration of a product under this 
Act is not to be construed as giving the registrant to exclusive use of the name or to its use if it has been covered 
by others. 

D ATTACHMENT IS APPLICABLE 

SIGNATURE OF APPROVING OFFICIA 

EPA Form 8570-6 (Rev. 5-76) 
•u.s. GPO: 1!1112-312.01sfll0303 
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SPOD-X LC DRAFT LABELLING 
Page 1 of6 

SPOD-:X®LC 

A Liquid Concenirate 
Biologicallnsecticide 

ibr dmt!:ol of 
.~~orm. 

SPOD-X LC is an IVP (Insecticidal Virus Product) for control of the caterpillars of the beet armyworm on 
field and greenhouse crops and ornamentals. Read this label carefully. Refer to the Technical Bulletin for 
Additional Guidelines for Use. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) ofthe 
nuclear polyhedrosis virus of Spodoptera 
exigua 

Inert Ingredients: 

*This lot contains at least 2 billion OBs/ml. 

KEEP OUT OF THE REACH OF CHILDREN 

CAUTION 

STATEMENT OF PRACTICAL TREATMENT 

0.64% 

99.36% 

In case of contact with eyes flush with plenty of water for at least 15 minutes. If on skin, wash 
thoroughly with soap and water. If inhaled, remove victim to fresh air. Apply respiration if indicated. 
Get medical attention if irritation persists. 

Mfg. By: Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 

ESTABLISHMENT No. 58788-MD-002 

EPA REGISTRATION No. 

Net Volume: 

Lot No. 

MAR 0·21995 
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SPOD-X LC DRAFT LABELLING 
Page 2 of6 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS (AND DOMESTIC ANIMALS) 

Precautionary Statements: Avoid inhalation or contact with skin, eyes or clothing. Avoid breathing 
spray mist. 

Personal Protective Equipment: Applicators and other handlers must wear 
Long-sleeved shirt and long pants 
Shoes plus socks 

Follow manufacturer's instructions for cleaning and maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash PPE separately from other laundry. 

USER SAFETY RECOMMENDATION 

Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS 

Do not contaminate water when disposing of equipment washwaters. 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. Open dumping is prohibited. Do notre­
use empty containers. 

e STORAGE: Store this product in original sealed container in a cool, dry place inaccessible to children 
and pets. Store at temperatures below 90° F. 

Bioactivity may be impaired by storage above 90° F. Storing the product in a freezer or refrigerator will 
extend its shelf-life. 

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site or at 
an approved waste disposal facility. 

Pesticide, spray mixture or rinsate that cannot be used should be disposed of on site or at an approved 
waste disposal facility in accordance with Federal and local regulations. 

CONTAINER DISPOSAL: 

Plastic container-triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture and 
dispose of in a sanitary landfill, or by incineration, or, if allowed by State and local authorities, by 
burning. If burning is allowed, stay out of smoke. 
Glass container-triple rinse (or equivalent). Then dispose of in a sanitary landfill or by other approved 
State and local procedures. 
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SPOD-X LC DRAFT LABELLING 
Page 3 of6 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this product in a manner inconsistent with its labeling. Do not apply 
this product in a way that will contact workers or other persons, either directly or through drift. Only 
protected handlers may be in the area during application. For any requirements specific to your State or 
Tribe, consult the agency responsible for pesticide regulation. 

(Refer to Technical Bulletin for Additional Guidelines for Use.) 

AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard, 40 CFR 
part 170. This Standard contains requirements for the protection of agricultural workers on farms, 
forests, nurseries and greenhouses, and handlers of agricultural pesticides. It contains requirements for 
training, decontamination, notification, and emergency assistance. It also contains specific instructions 
and exceptions pertaining to the statements on this label about perso!!al protective equipment (PPE) and 
restricted entry interval (REI). The requirements in this box only apply to uses of this product that are 
covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 12 
hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and 
that involves contact with anything that has been treated, such as plants, soil, or water, is: 

Coveralls 
Waterproof gloves 
Shoes plus socks 

GENERAL INFORMATION 

SPOD-X LC is a highly selective insecticide for use against the insects and on the crops listed on this label. 
Always follow these directions: 

Treat when larvae are young (early instars) and are actively feeding. Apply before extensive damage has 
occurred. When insect infestations are heavy, use the higher label rates. 

Thorough spray coverage is essential for good insect control. SPOD-X LC should be applied by conventional 
ground or aerial application equipment with quantities ofwater to provide thorough coverage of infested plants 
without runoff The amount of water needed per acre will depend on weather, spray equipment, and local 
experience. Generally, use the recommended amount of SPOD-X LC in 20-100 gallons of water per acre for 
ground application and in at least 5 gallons of water for aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the performance of this product. 
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SPOD-X LC DRAFT LABELLING 
Page4 of6 

Fill the mix tank with desired quantity of water. Agitation should be used during mixing. If a spreader/sticker 
or ultra-violet screen is used, add prior to the addition ofSPOD-X LC. .Mixing time can be reduced by 
premixing SPOD-X LC with a small amount of water and vigorously agitating before adding to the tank. Final 
fonnulation should be mixed for 10-30 minutes. 

PRODUCT INFORMATION 

Application 

Recommended Application Rates 

CROP RATE 

Billion OBs MlsPer 
Per Acre Acre 

Vegetables 200 100 Repeat as necessary to 
Tomatoes, lettuce, cabbage, beans, maintain control. 
peppers, celery, escarole, sweet corn, 
peas, asparagus, beets, cauliflower, 
cucumber, broccoli, onion 
Other Crops 200 100 
Cotton, alfalfa, soybeans, peanuts, 
potatoes, corn, wheat, sweetpotatoes, 
tobacco, sunflower, sugarbeets 
Floriculture 200 100 
Chrysanthemum, gypsophila, gerbera, 
rose, carnation, azalea, gladiolus, 
cyclamen, saintpaulia, geranium, 
Bouvardia 

This product is for use on both field and greenhouse crops and ornamentals. 

USE NON-CHLORINATED WATER AT A pH NEAR 7.0 IN THE SPRAY-TANK MIX 

SPOD-X LC may be applied up to and including the day of harvest and storage. 

Limited Warranty: Crop Genetics International, makes no warranty, express or implied including the 
warranties of merchantability and/or fitness for any particular purpose, concerning this material except 
those which are contained on this label and/or accompanying technical bulletin . 



56

• 

• 

SPOD-X LC DRAFT LABELLING 
Page 5 of6 

TECHNICAL BULLETIN 
SPOD-X LC BIOLOGICAL INSECTICIDE 

PRODUCT DESCRIPTION 

SPOD-X LC, produced in the laboratories of Crop Genetics International is an IVP (Insecticidal Virus 
Product) used to control caterpillars oflabelled insect pests. 

SPOD-X LC provides a unique opportunity for biological control of insect caterpillars without harmful effects 
on humans, domestic animals, wildlife, beneficial insects and plants . 

SPOD-X LC is a liquid concentrate. Its active ingredient is the nuclear polyhedrosis virus ofSpodoptera 
exigua. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) ofthe 
nuclear polyhedrosis virus of Spodoptera exigua 

• Inert Ingredients: 

• 

• 

*This lot contains at least 2 billion OBs per ml. 

BIOLOGICAL PROPERTIES 

SPOD-X LC belongs to the family Baculoviridae, subgroup A Numerous virus particles or virions are 
randomly occluded within a protein paracrystalline matrix called a polyhedral occlusion body (OB). The 
virions occluded within the OBs are the infectious units. Virions consist of rod-shaped nucleocapsids that are 
surrounded by an envelope. 

The product is rapidly inactivated by temperatures above 90° F. For prolonged storage, the product should be 
kept below 40° F. 

MODE OF ACTION 

The virus must be ingested to be infective. When infected, at early stages of larval development, infection 
ultimately results in death. The OBs dissolve within seconds in the midgut after ingestion. The released 
infectious virions enter the nuclei of the epithelial cells lining the midgut and replicate. Virus progeny enter the 
hemocoel and infect virtually all cell types, including hemocytes, tracheal cells, fat body cells and epidermal 
cells. All the cells of tissues are susceptible. 
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SPOD-X LC DRAFT LABELLING 
Page 6 of6 

Assembly of virions and formation of OBs occur only within the nucleus. Lysis of cell and disintegration of 
larval tissue begin shortly thereafter. 

Within a day after ingestion, the usually clear hemolymph becomes increasingly cloudy. Another 1-2 days 
later, polyhedra-shaped bodies are detected in the blood. Depending on the dose and ambient temperatures, 
maximum effect on young larvae will occur at 5-7 days after initial ingestion. Shortly after death, larvae 
become flaccid and the integument ruptures, releasing billions of OBs. 

APPLICATION SHOULD BE MADE WHEN LARVAE ARE IN THE FIRST AND SECOND INST AR. 
LARVAE MUST INGEST OBS TO BE INFECTED, WIDCH IS THE CASE WHEN THEY CONSUME 
SPRAYED PLANT MATERIAL. 

Baculoviruses have been found only in invertebrates; no member of this family is known to infect vertebrates or 
plants. SPOD-X LC does not reproduce in mammalian cells. No adverse effect to fish, wildlife or beneficial 
organisms has been observed. 

The information contained herein is based on data which are believed to be reliable, but it is understood 
that such information is not guaranteed by Crop Genetics International Corporation and is to be used at 
the risk of the user of such information. 

e Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 
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DATE: 
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MESSAGE: 

CROP GENETICS I NTL 410 381 3840 P.01 
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PHONE: (410)381-3800 FAX: (410)381·3840 

I 
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FEB-27-1995 15:18 CROP GENETICS INTL 410 381 3840 P.03 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

CROP GENETICS INTERNATIONAL 
10150 OLD COLUMBIA ROAD 
COLOMBIA, MD 21046 

FEB I 0 199f) 

Report of Analysis for compliance with PR Notice 86-5 

Thank you for your transmittal of 02/07/95. our staff 
has completed a preliminary analysis of the material. The results are 
provided as follows: 

Your submittal was found to be in full compliance with 
the standards for submission of data contained in PR 
Notice 86-5. A copy of your bibliography is enclosed, 
annotated with Master Record ID's (MRIDs) assigned to 
each doc~ent submitted. Please use these numbers in 
all future references to these documents. Thank you for 
your cooperation. If you have any questions concerning 
this data submission, please raise them with the 
cognizant Product Manager, to whom the data have been 
released. 
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2/7 /'IS 
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~-.X£(! ~~ ~; 
(}~ /5;/1-!5 

------~----------------~-~-~~~~~~-~~~~~-~~~---~~---~----~~~-. . 

Date to ISB: 

'l?Olt ISB UpB · 

Company No.: 

Data to Index: Guideline: 

Date fr:m Indx: Page count: . 
Addressee: Groundwater? State(s): 

Notify: Chem. Name(s) & c~de(s): 

Category: 1) 6a2 · 2) adv. flag 

Req. No. (s}: : 
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&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 

Registration 
Amendment 
Other 

OPP Identifier Number 

238310 

1. Company/Product Number 
58788-T 

4. Company/Product (Name) 

2. EPA Product Manager 

Phil Hutton 
PM# 

3. Proposed Classification 

~None D Restricted 

-X LC 
5. Name and Address of Applicant (Include ZIP Code} 

Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 

D Check if this is a new address 

Amendment - Explain below. 

18 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 
EPA Reg. No. ______________________________ __ 

Product Name 

Final printed labels in response to 
Agency letter dated 

Resubmission in response to Agency letter dated~------

D 
D 
~ 

"Me Too" Application. 

D Notification- Explain below. Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Revised CSF and Five batch analysis per EPA letter dated 2/3/95 

Water Soluble Packaging 

0 Yes 

2. Type of Container 

D No 

If "Yes" No. per 

~=~~!c 
Glass 
Paper 

* Certification must 
be submitted 

Unit Packaging wgt. container 
If "Yes" 
Package wgt 

No. per 
container Other (Specify) _____ _ 

3. Location of Net Contents Information 4. Size(s) Retail Container 
On Label 0 Label 0 Container On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 

Name James H. Davis TWe Vice President Telephone No. (Include Area Code) 

(410) 381-3800 

Certification 
I certify that the statements I have made on this form and ell attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

3. Title 

v.c.A. ?r"t'f.t~tl'\."\--
James H. Davis 

5. Date 02/06/95 

EPA Form 8570-1 (Rev. 8-941 Previous editions are obsolete. White • EPA File Copy (original) 

6. Date Application 
Received 

(Stamped) 

Yellow • Applicant Copy 
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Supplement to 

THIS VOLUME CONTAINS A 
CONFIDENTIAL ATTACHMENT 

Spod-X® LC- Product Chemistry 

Volume Number 

II of II 

Data Requirement 

Pesticide Assessment Guidelines 
Subdivision M, Guideline #151A-15 

EPA's File Symbol 

58788-T 

R Mark Beach 

Completed On: 

February 6, 1995 

Performing Laboratory 

Crop Genetics International 
10150 Old Columbia Road 

Columbia, MD 21046 
(410) 381-3800 

Page 1 of4 
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STATE.ME~'T OF DATA CO:;\TFJDENTIALITY CLAJMS 

Information claimed confidential on the basis of its falling within the scope ofFIFRA §10 (d) (1) (A), 
(B), or (C) has been removed to a confidential appendix and is cited by cross-reference number in the 
body of the study. 

Company: Crop Genetics International 

Company Agent: James H. Davis 

Title: Vice President 

Date 

Page 2 of4 
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GOOD LABORATORY PRACTICE STATEMENT 

EPA's Good Laboratory Practice Standards (40 CFR 160; Fed. Reg. 34052, August 17, 1989) do not 
apply to Pesticide Assessment Guideline Number lSlA-15. 

Page 3 of4 
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Place Holder Page 

This place holder page is inserted in place of all pages found in the confidential attachment. 

Cross Reference 1 
ISIA-15 Certification ofingredient Limits 

Page4 of4 



Pages 66-68 - *Access to FIFRA health and safety data is restricted under FIFRA 
section 10(g)* 
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SYMBOl. 

SURNAME'. 

DATE 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

u iJ 1995 

James H. Davis 
Vice President of Research 

and Development 
Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD. 21046 

Subject: Spod-X LC 
EPA File Symbol 58788-T 

Dear Mr. Davis: 

The submission referred to above, submitted in connection 
with registration under FIFRA as amended will be acceptable when 
you submit the following: 

1. submit a revised CSF and a five batch analysis expressing 
the total number of occlusion bodies in the preparation. 

Sincerely, 

Janet L. Andersen, Acting Director 
Biopesticides and Pollution Prevention 

Division 

COHCUJUUfHC!S 

··"~~:(;;: ... .. ~)~·Q.!~ ................. ................. .................. ........... ...... ................. . ............... . 
...................... y .. ~.... .........•....... ·····•••········ .................. .................. . ................ - .................. . 

EPA Form 1320-1A (1190) Printed on Recycled Paper OFFICIAL FILE COPY 
•u"s" GPO: 1994-522-503182085 
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1. Company/Product Number 

United States 

.Environmental Protection Agency 
Washington, DC 20460 

2. EPA Product Manager 
58788-'T 

OPP Identifier Number 

3 0 

3. Proposed Classification 

4. Company/Product (Name) 
Spod-FY LC 

[!JNona D Restricted 
PM# 

18 

5. Name and Address of Applicant {Include ZIP Code) 
Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i). my product is similar or identical in composition and labeling 
to: 
EPA Reg. No. ______________ _ 

D Check if this is a new address 

Amendment- Explain below. 

Resubmission in response to Agency letter dated-------

D Notification- Explain below. 

Product Name 

D 
D 
[!] 

Final printed labels in response to 
Agency letter dated 
"Me Too" Application. 

Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

Forms 8570-20 and 8570-29 submitted herewith per request. 

No 

If "Yes" No. per 
Unit Packaging wgt. container 

Water Soluble Packaging 

Yes 

No 

If "Yes" 
Package wgt 

No. per 
container 

4. Size(s) Retail Container 

D Container 

2. Type of Container 

§~=:~:c 
Glass 
Paper 
Other (Specify) ______ _ 

of Label Directions 
On Label 
On Labeling accompanying product 

. Manner in Which Label is Affixed to Product 

Name Title 
Vice President 

Telephone No. (lnrclude Aret t:t>OBI: 
(410)38J.-38QO • • James H. Davis 

Certification 
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

3. Title 

Vice President 

5. Date 
James H. Davis 1/10/95 

•••••• 
6. Ds~~pplication • • 

~g~~'el'-~ ....... . .. 
(Stamped') • • • • 

• •• .. . . 
•••• 
•••• . .. .. ... .. 

EPA form 8570-1 !Rev. 8-941 Previous editions are obsolete. White - EPA !File Copy !original} Yellow- Applicant Copy 
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for notifications, final printed 
foi!owing material must a.:>colmc,anv 

1. Certification with Respect 
2. Confidential Statement of 
3. Formulator's Exemption 
4. Five copies of draft labeling; 
5. Three copies of any submitted; 
6. Authorization latter 
7. Matrices where 

Submission of labeling • Labeling 
in the form of typed label text on 
constructed in a way as to facilitate 
x 11 inch paper for submission. 
Submission of Data - Data submitted in 

1. 

2. 
3. 
4. 

5. 
registration will be issued. 
matters. applicant not 
registration matters. The 

6. Expedited Review • FIFRA 
that era similar or identical to other pesticide products 
expedited review, you must provide with EPA Registration 
your product. The product must be similar or identical both 

==..:..;:...:=..::...;:..:. - This section must 

(Amendment), for a in "'"""'''"' 
reregistration and for any other action 

registration. • • • • 
1. Subject of eul!ll'Lsflf'! - tho I!PI:lllcabila 

for the submission, such as "the addition site, pest or 
submission"; e't•rwlilabel revision of use directions. Attach 

• 
S~IIOI!I 
re£l'stratio1'1 or applilcalbi~:I06JmenurmHH:< 

1.:l'~lflracl<·"ll'"ll 
lnl!!icate the si¥<11¥ ~he individual 

2. i-;~Mo ef Rata iT C9Qt,prher 
3.• h~i,pn of Nat fontents - Indicate the 
4. Size!sl of Retail Container- Specify the 
5. Location of Ull: bir~1ione- the 
6. Manner in whi~~ fa1Jei is affixed 

=.:::..::.-=-':.::....::..:... 

•••• • • • 
!'tonfa'!:t Point) · This 

resubmission, wme-too, reregistration, 

1-5. Self-explanatory. 
6. EPA Use Only. 

152.81 (b) (4)1; 

now registration. Such draft labels may be 
n""'"'"n for mockup, it should be 

inches should be mounted on 

Notice 86-5. 

type of registration 

actions, resubmissions, 

number may have bean assigned to you as 
Numbar. 

be specific to this product only. 
""'"'r"'",v line designations. 

or firm the 
for them in registration 

for them in all 

or to existing registrations, 
In order for your application to be eligible for 
product you believe is similar to or identical to 

of currently registered product 
submission of final printed labeling, for 

not !Q be used for a new application for 

Provide brief explanation of the purpose(s) 
"amend Confidential Statement of Formula by ... •; •reregistration 

se,narate page if additional is needed . 
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United States Form Approved 

Agency OMB No. 2070·0060 
Approval Expires 02-28-95 

Applicants Name and Address 

Crop Genetics Intenational 
10150 Old Columbia Rd, 
Columbia, MD 21046 

Name Spod-~ LC 

21, 1994 
NOTE: If your product is a l 00% repackaging of another EPA-registered product that you purchase, and is labeled 
for the same uses, you do not need to submit this form. You must submit the Formulator's Exemption Statement (EPA 
Form 8570-27). 
I. This application is supported by all data submitted or cited in the application. In addition, if cite-all options are 

indicated, this application is supported by all data in the Agency's files that concern the properties or effects of this 
product that is identical or substantially similar and that is one of the types of data that would be required to be 
submitted if this application sought the initial registration of a product of identical or similar composition and 
intended uses under the data requirements in effect on the date of approval of this application. (Check the appropriate 
boxes. in items 2 and 3, or 4 below that pertain to your application.) 

2. I certify that for each study cited in support of this application for registration that is an exclusive use study. 

I am the original submitter*; or 

I have obtained the written pennission of the original submitter for --:-------::--:-:--:----' 
name of chemical) 

which is 

(for multiple chemicals link the who arc original data submitters 
nrunes 

the appropriate chemical name) to cite that study* 

3. l certifY that, for each study cited in support of this application for registration that is not an exclusive use study; 

4. 

Signature 

a. I am the original d;Ha submitter*: or 

b. 

I X! 
' ' 

I have obtained the written permission of the original datasubmiUer for---------- which is 
(insert name of chemical) 

(for multiple chemicals link the companies who arc original data submitters 
(ins<-'11 names of companies) 

with the appropriate chemical name) to cite that study*; or 

I have notified in writing the companies __________ _ that 
(in.~ert names of companies) 

have submitted data I have cited to support this application and have offered to: (a) Pay compensation for 
those data in accordance with section 3(c)( l)(F) and 3(c)(2)(D) of the Federal Insecticide, Fungicide and 
Rodenticide Act (FIFRA): and (b) Commence negotiations to determine which data arc subject to the 
compensation requirement of FIFRA and the amount and terms of compensation due, if any. The companies 
I have notified are: 

Companies ___________ _ fur _____________________ ___ (for multiple 
(ilL,~rt names of companies) (i1L'~'t name of chemical) 

chemicals link the companies who are original data submitters with the appropriate chemical name) 
listed on the Pesticide Data Submitters List for all active ingredients contained in my product • • • • •. 
(cite-all method or cite-all option under Selective Method*). (Also, sign the General Offer • • • • 
Statement below.) • • 
Companies for (for multl~IC· • • 

(insert name of chemical) • 
chemicals link companies are original data submitters with the appropriate chemical na~e) • 
that have submitted the studies which I have cited (Selective method*). : • • • • • 

•••••• • • • • • 
•••••• • • •• •••• • • •••• ••••• 

I certify that for each study cited in support of this application I am not required to offer data compe~tion or •• : • • • 
obtain written permission because all time periods for exclusive usc and data compensation have ~xpii~d . 

• 
a Data Matrix is not 

to other persons. with 

Date 

EPA Form 8570-29 (Rev. 5-941 Electronic and Paper versions 
acceptable. 
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••• • • • • • •• 

.. 

• 
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&EPA 
Crop Genetics International 
10150 Old Columbia Rd. 
Columbia, MD 21046 

7. NAME OF STUDY 

151A10-17 
Product Chemistry 

152A-10 Acute Oral 
Toxicity/Pathogenicity 

152A-ll Acute Dermal 
Toxicity 

152A-12 Acute Pulmona 
Toxicity/Pathogenicity 

Intraperitoneal Inject 
Toxicity/Pathogenicity 

1 Primary 
Irritation 

152A-15 
Hypersensitivity 
Incidents 
152A-16 Cell Cu ture 

Tier II, Tier III 
Toxicit:)r. ~t'\tdie~· • 

•• • • 

EPA Form 8570·20 

X 

X 

X 

••• • • 

Form OMB No. 

U.S. ENVIR Al. PROTECTION AGENCY 
REGISTRATION DIVISION (TS·767} 

WASHINGTON, D.C. 20460 

DATA REFERENCE SHEET 
(See instructions on the back of the last page before completing.) 

C. OBTAINED FROM ANOTHER FIRM OR SOURCE 
(give name and address) 

If you marked "X" in this ·column, do you wish your name 
placed on the Data Submitters List? 

d. OBTAINED FROM 
PUBLIC LITERATURE 

(give reference) 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
\.J"aiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

DYES 
IX) NO 

APPLICANT-RETAIN THE LAST COPY 

El, OTHER 
(explain) 

LE 

f. ACCESSION 
NUMBER 
(if known) 

• 
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• • 

BURDEN STATEMENT FOR DATA REFERENCE SHEET 
(EPA Form 8570-20; OMB Form No. 0070-0060) 

necessary an 
comments 
Branch, PM-223, U.S. 
Street 1 S. W. , 

of 
Reference 

• • • • • • • • • • 

(8) 
for 

• •• • • • •• • 

• •• • • • • •• • 

••• • • • • •• •• • • • ••• •• 

• •• • • • • • • • • 
• • • • • • • • • • • • • • • • • • •• 

• • • • • •• • • • • • • • 
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&EPA 
U.S. ENVI TAL PROTECTION AGENCY 

REGISTRATION DIVISION (TS-767) 
WASHINGTON, D.C. 20460 

DATA REFERENCE SHEET 
(See instructions on the bltCk of the last page before completing.} 

Form 

Crop Genetics International 
10150 Old Columbia Rd., 

MD 6 

7. NAME OF STUDY 

154A-14 Freshwater Fish 
Test 

154A-20 Freshwater Aquat 
Invertebrate Test 

l54A-21 Estuarine and 
Marine Animal Tests 

154A-22 Nontarget Plant 
Studies 

154A-23 Nontarget Insect 
Studies 

154A-24 Honeybee Tests 

••• • • 

EPA Form 8570-20 (Rev. 1-91) 

........ _____________ _ 

••• . . 
• 

0 
Ill< 
~L:' 
<(111:..0: C. OBTAINED FROM ANOTHER FIRM OR SOURCE 
1- - (give name and address) 
m::E.., 
o~:O 
.rill.~ 

• 

If you marked "X" in this ·column, do you wish your name 
placed on the Data Submitters List? 

d. OBTAINED FROM 
PUBLIC LITERATURE 

(give reference) 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
Waiver Request 

Referenced in Data 
\vaiver Request 

YES 

NO 

APPLICANT-RETAIN THE LAST COPY 

2.EtPA 
SYMBOL 

e. OTHER 
(explain) 

11/30/93 

LE 

f. ACCESSION 
NUMBER 
(if known) 

.. 
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Branch, 
street, 

• • 

BURDEN STATEMENT FOR DATA REFERENCE SHEET 
(EPA Form 8570-20; OMB Form No. 0070-0060) 

DC 20503 

Reference 

• • • • • • • • • • 

(8) 
for 

• •• • • • •• • 

• •• • • • • •• • 

••• • • • • •• •• • • • ••• •• 

• •• • • • • • • • • •• • • • • • • •• • • • • • • • • •• 

• • • • • •• • • • • • • • 
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COLUMBIA MD 21046·1 USA 

410 381 3800 

Fr .. x 410 381 384C October 31, 1994 

BYHA.ND 

Janet Andersen 
Director, Biological Pollution Prevention Division 
Office ofPesticide Programs 
U. S. Environmental Protection Agency 
Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 

RE: Pending Spod-x«'LC Registration- No. 58788-T 

Dear Ms. Andersen: 

At the meeting you held last month with representatives of the Biotechnology 
Industry Organization ("BIO"), you indicated your interest in insuring not only that 
biological products were registered, but also that they were actually used in the 
agricultural community. We share your interest and are actively developing a range of 
insecticidal virus products for sale in the United States and overseas . 

One product that we have focused on extensively is the Spod-X insecticidal virus 
for control of the beet armyworm on cotton, vegetables and greenhouse crops. A 
wettable powder formulation of this product is already registered with EPA. Since 
registering this product, we have developed a liquid formulation that has enhanced shelf­
life stability and greater grower acceptance. This liquid formulation is currently being sold 
in the Netherlands in the greenhouse market where it has gained rapid market acceptance 
due to its high efficacy. 

CGI desires to begin selling this liquid formulation in the United States next 
summer for control of beet armyworm on cotton and vegetables. As you may know, 
current products being sold do not adequately control this pest, and last summer several 
Section 18 emergency exemption requests were filed for the use of unregistered chemical 
products. We believe that we have a product that will meet the farmers' needs and we 
have the production capacity to supply the product. 

What we lack is an approved label for the liquid formulation. In July of this year, 
we submitted an application for the new formulation- No. 58788-T. The only difference 
between the liquid formulation and the already approved formulation is the addition of an 
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• 

Janet Andersen, Director 
October 31, 1994 
Page2 

inert that is listed on EPA's recently published list ofMinimal Risk Inerts. Thus there are 
not any toxicology or environmental issues associated with the new formulation. 

For CGI to be in a position to market this product next summer, it is essential that 
CGI obtain approval for this formulation as soon as possible. This is the first product we 
will market in the United States. We need to have sufficient time to print final labels, to 
package product and distribute it to dealers, to obtain and publish advertising, and to 
complete the myriad of tasks necessary for successful market entrance. While these tasks 
may be routine for large chemical companies, they are not for us. Many of these tasks can 
not be completed until we have a final label. 

CGI would appreciate any help that you can provide in expediting this registration. 
Ideally, these types of formulation changes involving inerts of no toxicological significance 
should be approved in a matter of weeks not months. I know this is one ofyour goals for 
the new division. Unfortunately, if CGI is to be able to supply cotton farmers with 
adequate beet armyworm control next summer, we can not wait for the new division to be 
up and running at full speed. 

I will call you next week to discuss with you CGI's pending registration. If a 
meeting would be appropriate, I would be happy to meet with you at any time. In the 
meantime ifyou need any additional information, please call me at 410 -381-3803 . 

Thank you for your attention to this matter. 

cc: Stephen L. Johnson 
Phillip 0. Hutton 

Sincerely, 

'] ·"'-~ {l/'ff~ . ~----

ames H. Davis 
ice President ofResearch 

I 
and Development 
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TEL 410 3B1 3800 
FAX 410 3B1 3840 

BY HAND 

Janet Andersen 

October 31, 1994 

Director, Biological Pollution Prevention Division 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 

RE: Pending Spod-~LC Registration- No. 58788-T 

Dear Ms. Andersen: 

At the meeting you held last month with representatives of the Biotechnology 
Industry Organization ("BIO"), you indicated your interest in insuring not only that 
biological products were registered, but also that they were actually used in the 
agricultural community. We share your interest and are actively developing a range of 
insecticidal virus products for sale in the United States and overseas . 

One product that we have focused on extensively is the Spod-X insecticidal virus 
for control of the beet armyworm on cotton, vegetables and greenhouse crops. A 
wettable powder formulation of this product is already registered with EPA. Since 
registering this product, we have developed a liquid formulation that has enhanced shelf­
life stability and greater grower acceptance. This liquid formulation is currently being sold 
in the Netherlands in the greenhouse market where it has gained rapid market acceptance 
due to its high efficacy. 

CGI desires to begin selling this liquid formulation in the United States next 
summer for control of beet armyworm on cotton and vegetables. As you may know, 
current products being sold do not adequately control this pest, and last summer several 
Section 18 emergency exemption requests were filed for the use of unregistered chemical 
products. We believe that we have a product that will meet the farmers' needs and we 
have the production capacity to supply the product. 

What we lack is an approved label for the liquid formulation. In July of this year, 
we submitted an application for the new formulation - No. 58788-T. The only difference 
between the liquid formulation and the already approved formulation is the addition of an 

/ 
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Janet Andersen, Director 
October 31, 1994 
Page 2 

inert that is listed on EPA's recently published list of Minimal Risk Inerts. Thus there are 
not any toxicology or environmental issues associated with the new formulation. 

For CGI to be in a position to market this product next summer, it is essential that 
CGI obtain approval for this formulation as soon as possible. This is the first product we 
will market in the United States. We need to have sufficient time to print final labels, to 
package product and distribute it to dealers, to obtain and publish advertising, and to 
complete the myriad of tasks necessary for successful market entrance. While these tasks 
may be routine for large chemical companies, they are not for us. Many of these tasks can 
not be completed until we have a final label. 

CGI would appreciate any help that you can provide in expediting this registration. 
Ideally, these types of formulation changes involving inerts of no toxicological significance 
should be approved in a matter of weeks not months. I know this is one of your goals for 
the new division. Unfortunately, if CGI is to be able to supply cotton farmers with 
adequate beet armyworm control next summer, we can not wait for the new division to be 
up and running at full speed. 

I will call you next week to discuss with you CGI's pending registration. If a 
meeting would be appropriate, I would be happy to meet with you at any time. In the 
meantime if you need any additional information, please call me at 410 -3 81-3 803 . 

Thank you for your attention to this matter. 

cc: Stephen L. Johnson ~ 
Phillip 0. Hutton 

Sincerely, 

~ }-1 . .]:) ----
ames H. Davis 
ice President of Research 
and Development 
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~ CROP GENETICS INTERNATIONAL 

~ 10150 OLD COLUMBIA ROAO 
COLUMBIA MO 21046-1704 USA 
TEL 410 381 3800 
FAX 410 381 3840 

BY HAND 

Janet Andersen 

October 3 1, 1994 

Director, Biological Pollution Prevention Division 
Office of Pesticide Programs 
U. S. Environmental Protection Agency 
Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, Virginia 

L 

RE: Pending Spod-~LC Registration- No. 58788-T 

Dear Ms. Andersen: 

•••••• • • • • • • 
....... ! 

• • • • • ... 
• • • • • 

• • •••••• • 
••• . . .. ~. 
• • • • •••• 

• • ••••• • 

• • • • ••• 
•••• • • •• 

At the meeting you held last month with representatives of the Biotechnology 
Industry Organization ("BIO"), you indicated your interest in insuring not only that 
biological products were registered, but also that they were actually used in the 
agricultural community. We share your interest and are actively developing a range of 
insecticidal virus products for sale in the United States and overseas. 

One product that we have focused on extensively is the Spod-X insecticidal virus 
for control of the beet armyworm on cotton, vegetables and greenhouse crops. A 
wettable powder formulation of this product is already registered with EPA. Since 
registering this product, we have developed a liquid formulation that has enhanced shelf­
life stability and greater grower acceptance. This liquid formulation is currently being sold 
in the Netherlands in the greenhouse market where it has gained rapid market acceptance 
due to its high efficacy. 

CGI desires to begin selling this liquid formulation in the United States next 
summer for control of beet armyworm on cotton and vegetables. As you may know, 
current products being sold do not adequately control this pest, and last summer several 
Section 18 emergency exemption requests were filed for the use of unregistered chemical 
products. We believe that we have a product that will meet the farmers' needs and we 
have the production capacity to supply the product. 

What we lack is an approved label for the liquid formulation. In July of this year, 
we submitted an application for the new formulation - No. 58788-T. The only difference 
between the liquid formulation and the already approved formulation is the addition of an 
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Janet Andersen, Director 
October 31, 1994 
Page2 

inert that is listed on EPA's recently published list of Minimal Risk Inerts. Thus there are 
not any toxicology or environmental issues associated with the new formulation. 

For CGI to be in a position to market this product next summer, it is essential that 
CGI obtain approval for this formulation as soon as possible. This is the first product we 
will market in the United States. We need to have sufficient time to print final labels, to 
package product and distribute it to dealers, to obtain and publish advertising, and to 
complete the myriad of tasks necessary for successful market entrance. While these tasks 
may be routine for large chemical companies, they are not for us. Many of these tasks can 
not be completed until we have a final label. 

CGI would appreciate any help that you can provide in expediting this registration. 
Ideally, these types of formulation changes involving inerts of no toxicological significance 
should be approved in a matter of weeks not months. I know this is one of your goals for 
the new division. Unfortunately, if CGI is to be able to supply cotton farmers with 
adequate beet armyworm control next summer, we can not wait for the new division to be 
up and running at full speed. 

I will call you next week to discuss with you CGI's pending registration. If a 
meeting would be appropriate, I would be happy to meet with you at any time. In the 
meantime if you need any additional information, please call me at 410 -381-3803 . 

Thank you for your attention to this matter. 

cc: Stephen L. Johnson 
~Phillip 0. Hutton 

Sincerely, 

ice President ofResearch 
and Development 
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Please read Instructions on reverstt before completing form. 

Number 

United States Environmental Protection Agency 
Office of Pesticide Programs (H7505C) 

Washington. DC 20460 

Application for Pesticide: 

Registration 
Amendment 
Other 

3. 

OPP Identifier Number 

Classification 

4. Company/Product (Name) [!] None 0 Restricted 

#18 
5. Name and Address of Applicant (Include ZIP Code) 

Crop Genetics International 
10150 Old Columbia Road 
Columbia, Maryland 21046 

6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
(b)(i), my product is similar or identical in composition and labeling 
to: 

EPA Reg. 

0 Check if this is a new address 

Amendment - Explain below Final printed labels in response to 
Agency letter 

Resubmission in response to Agency letter dated. _____ _ 

Notification -Explain below. 
X Other- explain below. 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 

New Formulation of already registered active ingredient 
For greenhouse and field crops and ornamentals 

If "Yes: 

• Certlflcstlon must ba Unit Package wgt. 

James H. Davis 

No. per 
container 

Certification 

Soluble Packaging 

oves 
l!JNo 

II"Yes." 
Packagewgt. 

Vice President 

No. per 
container 

Metal 
Plastic 
Glass 
Paper 
Other 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and oomplelfA. •• 
I acknowledge that any knowingly false or misleading statement may be punishable by line or imprisonment or : : 
both under applicable law. • • • 

3. Title 

Vice President 
5. Date 

July 21, 1994 

are 

• •• • • • •••• . . , " 
• •• • 

copy 
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PA'PERWORK REDUCTION ACT NOTICE: Pool ic reporting burden for this collection of information is estimated 
to average 0.85 hour per including time for reviewing instructions, searching existing data sources, gathering and 
maintaining the data needed, and reviewing the collection of information. Send CO!!'II18nts regarding the burden 
estimate or any other aspect of col of information, for reducing this burden, to Chief, 
Information Policy Branch, PM·223, U.S. Environmental Protection Agency, M Street, SY, washington, oc 20460; and to the 
Office of Information and Regulatory Affairs, Office of Management and Budget, Washington, oc 20503. 

INSTRUCTIONS: This form is to be used for all ications for new end use reregistration, amendment, 
resubmission, to applications for notifications, printed labeling, etc. In order to pr~ess an 
application for a new registration submitted on this fol'!ll, the following msterial must ac<:omperly the applicat1on: 

1. Certification with to Citation of Data (EPA Form 8570-29). [If not 40 CFR 152.81 (b) (4)]; 
2. Confidential Statement Formula (EPA FOMII 
3. Formulator's Statement (EPA Form ,,.,,m_,,.,., 
4. Five copies of labeling; 
5. Three copies of any data submitted; 
6. Authorization letter where applicable; 
7. Matrices where icable. 

Submission of should first submitted in the form of draft Labels with l applications for new 
may be in the foMII of label text on 8.5 inch paper or a of the proposed 
it should be such a way as to facilitate storage in an x 11 inch file. 

ler than 8.5 x 11 inches should be I'IICMlted on 8.5 11 inch for submission • 
in support of this application must be submitted in with PR Notice 86-5. • determine the of registration 

applications in connection wi 
applicant. For applications submitted in 

2. e 
3. 
4. - Enter the The name must be 

specific to this product is company. Do not include 
any brand name or 

5. lame and Adclress and address shown 
to whom the in behalf of another 
that to act for them in not residing 

agent residing in 
address of such an agent must ac<:ornparlY 

6. Review - FIFRA section (8) ications for 
that are similar or identical to that are 

for your ication to be eligible for must provide us with 
name of product you believe is similar to your product. The preduct n~st 

similar or in both formulation and labeled uses. 

must be c~leted for all applications 

ped<:ets and 
2. '~"~a .. a of container be mark:eted. 
3. ofeU:t l:ootentaroliptecify net contents of l containers for product. 
4. Size(s) of Retail Contli~- Specify the net contents of all retail containers product. 
5. location of Use Oirecti~• Indicate the Location of the use directions for 
6. l'lanner in ~:Qh label is affixed prodlct - Indicate the product container • 

•••• 
SECTION IV '!£ontact Point) - This section must be"""'""'''"""" for aU applications for Registration actions, i.e., 
new products re§iS'tf'ation, resubmission, "me-too," 
1-5. Self-explanatory. 

6. EPA Use Only. 
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*Confidential Statement of Formula may be entitled to confidential treatment* 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

CROP GENETICS INTERNATIONAL 
ATTN: JAMES H. DAVIS 
10150 OLD COLUMBIA RD 
COLUMBIA, MD 21046 

PRODUCT NAME: SPOD XRLC 
COMPANY NAME: CROP GENETICS 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 
EPA RECEIPT DATE: 

July 25, 1994 

INTERNATIONAL 
186786 
58788-T 
07/22/94 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: RECEIPT OF APPLICATION FOR A NEW REGISTRATION 

DEAR REGISTRANT: 

The Office of Pesticide Programs has received your application 
for a new registration and it has passed an administrative 
scree~ for completeness. 

The package will now be forwarded to the Product Manager for 
review to determine its acceptability. 

If you have any questions please contact Phil Hutton 
Product Manager 18 , at ( 703) 305- 7690. 

Sincerely, 

o~"Y-f;r;~~ 
Front End Processing Staff 
Information Services Branch 
Program Management and Support Division 

W Recycled/Recyclable n· "1) P!1nted with Soy!Canolo Ink on plll4!f that 
'GO ccntalnsatleast50% reeyeled flber 
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w ~~~~:0 CCWMOM 
COLUMBI;\ MD 21 70<1 USA 

410 381 3800 

410 381 38<10 

BY HAND 

Office ofPesticide Programs 
Environmental Protection Agency 
Document Processing Desk (APPL) 
Room 266A, Crystal Mall #2, 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attn: Philip Hutton, PM18 

July21, 1994 

Re: New Product Registration Application for Spod-X® LC 
EPA Symbol58788 

Dear Mr. Hutton: 

-------~-----~ 

Crop Genetics International respectfully submits the following application for a 
new formulation of its Spod-X® bioinsecticide for control ofbeet armyworm. This liquid 
formulation is targeted, among other things, for the control of beet armyworm in cotton. 
Subject to regulatory approval, Crop Genetics would expect to sell this product next 
summer in the United States. A similar formulation (differing only in the concentration of 
the active ingredient) is already being sold in the Netherlands for control of beet 
armyworm on greenhouse crops. 

Accordingly, enclosed are: 

Volume I Administrative Materials 
Application for Pesticide Registration (EPA Form 85 70-l) 
Confidential Statement ofFormula 
Five copies of a draft Label 

Volume ll(a) Spod-X® LC Product Chemistry- Guidelines #151A-10 through 15l~J 5,. 
151A-17 •••••• • .: 

(b) Spod-X® LC Product Chemistry- Guideline# 151 A-16. 

• • • • • • • • • 
• ••••• • • • • 

•• • • • • • •• 
•• •• • • • • 

Please do not hesitate to contact me if you have any questions aMti% "rtlt subfnite.tl 
package or any other issues related to the registration of S pod-X LC. ••: • • • • :. 

Sincerely, 

\ Qy.VJ r-
. ames H. Davis 

• • • •••• 
•••• • •••• 

r~ 
/ ice President of Research 

& Development 
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~ CROP GE:-JETICS 

~101 
'-AX 410 381 38..!0 

BY HAND 

Office ofPesticide Programs 
Environmental Protection Agency 
Document Processing Desk (APPL) 
Room 266A, Crystal Mall #2, 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attn: Philip Hutton, PM18 

AL 

July 21, 1994 

Re: New Product Registration Application for Spod-X® LC 
EPA Symbol 58788 

Dear Mr. Hutton: 

Crop Genetics International respectfully submits the following application tor a 
new formulation of its Spod-X® bioinsecticide for control of beet armyworm. This liquid 
formulation is targeted, among other things, for the control of beet armyworm in cotton. 
Subject to regulatory approval, Crop Genetics would expect to sell this product next 
summer in the United States. A similar formulation (differing only in the concentration of 
the active ingredient) is already being sold in the Netherlands for control of beet 
armyworm on greenhouse crops. 

Accordingly, enclosed are: 

Volume I Administrative Materials 
Application for Pesticide Registration (EPA Form 8570-1) 
Confidential Statement ofFormula 
Five copies of a draft Label 

Volume II(a) Spod-X® LC Product Chemistry- Guidelines #151A-10 through 151.~;15• 
151A-17 ..... .. ·.: .. . 

• • • • • • 
(b) Spod-X® LC Product Chemistry - Guideline # 151 A-16. a • ••. : •. •. 

• • • •• • • . . . . 
Please do not hesitate to contact me if you have any questions ab~tlt tpe su;miuai 

package or any other issues related to the registration of Spod-X LC. : •• • • . ... 
• • 6 

•••• 

~;:':.:.::LJ-· ::·· 
flice President of Research 

& Development 
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~ CROP GE~ETICS l~TERNAT!ONAL 
-~ 10150 OLO COLUMBIA 

COLUMBIA MO 21 046·1 IJSA 
rEL 410 381 3800 
CAX 410 381 3840 

BY HAND 

Office ofPesticide Programs 
Environmental Protection Agency 
Document Processing Desk (APPL) 
Room 266A, Crystal Mall #2, 
1921 Jefferson Davis Highway 
Arlington, VA 22202 

Attn: Philip Hutton, PM18 

July 21, 1994 

Re: New Product Registration Application for Spod-X® LC 
EPA Symbol 58788 

Dear Mr. Hutton: 

Crop Genetics International respectfully submits the following application for a 
new formulation of its Spod-X® bioinsecticide for control of beet armyworm. yhis liquid 
fo -· ation is targeted, among other t · gs, for the control of beet arm orm in cotton. 
Subject to regu atory approv , Crop Genetics wou expect to sell this product next 
summer in the United States. A similar formulation (differing only in the concentration of 
the active ingredient) is already being sold in the Netherlands for control of beet 
armyworm on greenhouse crops. 

Accordingly, enclosed are: 

Volume I Administrative Materials 
Application for Pesticide Registration (EPA Form 8570-1) 
Confidential Statement ofFormula 
Five copies of a draft Label 

Volume II(a) Spod-X® LC Product Chemistry- Guidelines #151A-10 through 151A-15, 
151A-17 

(b) Spod-X® LC Product Chemistry- Guideline #151 A-16. •••••• • • • • • • • • 

••• • • • •• 
• 

•• • 
Please do not hesitate to contact me if you have any questions abopt.tfte su~mit~ 

package or any other issues related to the registration of Spod-X LC. • : •. •. •• • •• • •• • • • • • ••••• 

~:;,:.:,:v-::;~:: 
~ice President of Research 

& Development 
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SPOD-X LC DRAFT LABELLING 
Page 1 of6 

A Liquid C{)ncentrate 
Biological Insecticide 

"fur Control{)[ 
Beet armyworm 

SPOD-X LC is an IVP (Insecticidal VIrus Product) for control of the caterpillars of the beet annywom1 on 
field and greenhouse crops and ornamentals. Read this label carefully. Refer to the Technical Bulletin for 
Additional Guidelines for Use. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) ofthe 
nuclear polyhedrosis virus of Spodoptera 
exigua 

Inert Ingredients: 

*This lot contains at least 2 billion OBslml. 

KEEP OUT OF THE REACH OF CHILDREN 

CAUTION 

STATEMENT OF PRACTICAL TREATMENT 

0.64% 

99.36% 

In case of contact with eyes flush with plenty of water for at least 15 minutes. If on skin, wash 
thoroughly with soap and water. If inhaled, remove victim to fresh air. Apply respiration if indicated . 
Get medical attention if irritation persists. 

Mfg. By: Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 

ESTABLISHMENT No. 58788-MD-002 

EPA REGISTRATION No. 

Net Volume: 

Lot No. 
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SPOD-X LC DRAFT LABELLING 
Page2 of6 

. 
PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS (AND DOMESTIC ANIMALS) 

Precautionary Statements: A void inhalation or contact with skin, eyes or clothing. A void breathing 
spray mist. 

Personal Protective Equipment: Applicators and other handlers must wear 
Long-sleeved shirt and long pants 
Shoes plus socks 

Follow manufacturer's instructions for cleaning and maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash PPE separately from other laundry. 

USER SAFETY RECOMMENDATION 

Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS 

Do not contaminate water when disposing of equipment washwaters. 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. Open dumping is prohibited. Do not re­
use empty containers. 

STORAGE: Store this product in original sealed container in a cool, dry place inaccessible to children 
and pets. Store at temperatures below 90° F. 

Bioactivity may be impaired by storage above 90° F. Storing the product in a freezer or refrigerator will 
extend its shelf-life. 

PESTICIDE DISPOSAL: Wastes resulting from the use ofthis product may be disposed of on site or at 
an approved waste disposal facility. 

Pesticide, spray mixture or rinsate that cannot be used should be disposed of on site or at an approved 
waste disposal facility in accordance with Federal and local regulations. 

CONTAINER DISPOSAL: 

Plastic container-triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture and 
dispose of in a sanitary landfill, or by incineration, or, if allowed by State and local authorities, by 
burning. If burning is allowed, stay out of smoke. 
Glass container-triple rinse (or equivalent). Then dispose of in a sanitary landfill or by other approved 
State and local procedures. 
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. 
DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. Do not apply 
this product in a way that will contact workers or other persons, either directly or through drift. Only 
protected handlers may be in the area during application. For any requirements specific to your State or 
Tribe, consult the agency responsible for pesticide regulation. 

(Refer to Technical Bulletin for Additional Guidelines for Use.) 

AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard, 40 CFR 
part 170. This Standard contains requirements for the protection of agricultural workers on farms, 
forests, nurseries and greenhouses, and handlers of agricultural pesticides. It contains requirements for 
training, decontamination, notification, and emergency assistance. It also contains specific instructions 
and exceptions pertaining to the statements on this label about personal protective equipment (PPE) and 
restricted entry interval (REI). The requirements in this box only apply to uses of this product that are 
covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 12 
hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and 
that involves contact with anything that has been treated, such as plants, soil, or water, is: 

Coveralls 
Waterproof gloves 
Shoes plus socks 

GENERAL INFORMATION 

SPOD-X LC is a highly selective insecticide for use against the insects and on the crops listed on this label. 
Always follow these directions: 

Treat when larvae are young (early instars) and are actively feeding. Apply before extensive damage has 
occurred. When insect infestations are heavy, use the higher label rates. 

Thorough spray coverage is essential for good insect control. SPOD-X LC should be applied by conventional 
ground or aerial application equipment with quantities of water to provide thorough coverage of infested plants 
without runoff The amount of water needed per acre will depend on weather, spray equipment, and local 
experience. Generally, use the recommended amount of SPOD-X LC in 20-100 gallons of water per acre for e ground application and in at least 5 gallons of water for aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the perfom1ance of this product. 
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Page 4 of6 

Fill the mix tank with desired quantity of water. Agitation should be used during mixing. If a spreader/sticker 
or ultra-violet screen is used, add prior to the addition of SPOD-X LC. Mixing time can be reduced by 
premixing SPOD-X LC with a small amount of water and vigorously agitating before adding to the tank. Final 
formulation should be mixed for 10-30 minutes. 

PRODUCT INFORMATION 

Application 

Recommended Application Rates 

CROP RATE 

Billion OBs Mls Per 
Per Acre Acre 

Vegetables 200 100 Repeat as necessary to 
Tomatoes, lettuce, cabbage, beans, maintain control. 
peppers, celery, escarole, sweet corn, 
peas, asparagus, beets, cauliflower, 
cucumber, broccoli, onion 
Other Crops 200 100 
Cotton, alfalfa, soybeans, peanuts, 
potatoes, com, wheat, sweetpotatoes, 
tobacco, sunflower, sugarbeets 
Floriculture 200 100 
Chrysanthemum, gypsophila, gerbera, 
rose, carnation, azalea, gladiolus, 
cyclamen, saintpaulia, geranium, 
Bouvardia 

This product is for use on both field and greenhouse crops and ornamentals. 

USE NON-CHLORINATED WATER AT A pH NEAR 7.0 IN THE SPRAY-TANK MJX 

SPOD-X LC may be applied up to and including the day of harvest and storage. 

Limited Warranty: Crop Genetics International, makes no warranty, express or implied including the 
warranties of merchantability and/or fitness for any particular purpose, concerning this material except 
those which are contained on this label and/or accompanying technical bulletin. 
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SPOD-X LC DRAFT LABELLfNG 
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TECHNICAL BULLETfN 
SPOD-X LC BIOLOGICAL fNSECTICIDE 

PRODUCT DESCRIPTION 

SPOD-X LC, produced in the laboratories of Crop Genetics InternationaJ is an IVP (InsecticidaJ Virus 
Product) used to control caterpillars oflabelled insect pests. 

SPOD-X LC provides a unique opportunity for biological control of insect caterpillars without harmful effects 
on humans, domestic animaJs, wildlife, beneficial insects and plants. 

SPOD-X LC is a liquid concentrate. Its active ingredient is the nuclear polyhedrosis virus of Spodoptera 
exigua. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) of the 
nuclear polyhedrosis virus of Spodoptera exigua 

e Inert Ingredients: 

• 
*This lot contains at least 2 billion OBs per mi. 

BIOLOGICAL PROPERTIES 

SPOD-X LC belongs to the family Baculoviridae, subgroup A. Numerous virus particles or virions are 
randomly occluded within a protein paracrystalline matrix called a polyhedra] occlusion body (OB). The 
virions occluded within the OBs are the infectious units. Virions consist of rod-shaped nucleocapsids that are 
surrounded by an envelope. 

The product is rapidly inactivated by temperatures above 90° F. For prolonged storage, the product should be 
kept below 40° F. 

MODE OF ACTION 

The virus must be ingested to be infective. When infected, at early stages oflarval development, infection 
ultimately results in death. The OBs dissolve within seconds in the midgut after ingestion. The released 
infectious virions enter the nuclei of the epithelial cells lining the midgut and replicate. Virus progeny enter the 
hemocoel and infect virtually all cell types, including hemocytes, tracheal cells, fat body cells and epidermal 
cells. All the cells of tissues are susceptible. 
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. 
Assembly of virions and formation ofOBs occur only within the nucleus. Lysis of cell and disintegration of 
larval tissue begin shortly thereafter. 

Within a day after ingestion, the usually clear hemolymph becomes increasingly cloudy. Another 1-2 days 
later, polyhedra-shaped bodies are detected in the blood. Depending on the dose and ambient temperatures, 
maximum effect on young larvae will occur at 5-7 days after initial ingestion. Shortly after death, larvae 
become flaccid and the integument ruptures, releasing billions ofOBs. 

APPLICATION SHOULD BE MADE WHEN LARVAE ARE IN THE FIRST AND SECOND INSTAR. 
LARVAE MUST INGEST OBS TO BE INFECTED, WinCH IS THE CASE WHEN THEY CONSUME 
SPRAYED PLANT MATERIAL. 

Baculoviruses have been found only in invertebrates; no member ofthis fanlily is known to infect vertebrates or 
plants. SPOD-X LC does not reproduce in mammalian cells. No adverse effect to fish, wildlife or beneficial 
organisms has been observed. 

The information contained herein is based on data which are believed to be reliable, but it is understood 
that such information is not guaranteed by Crop Genetics International Corporation and is to be used at 
the risk of the user of such information. 

Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 
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A Liquid Concentrate 
Biological ~cide 

for Control Of · 
. .. /. • ..... · · Beet annyworm 

SPOD-X LC is an IVP (Insecticidal Vtrus Product) for control of the caterpillars of the beet armywonn on 
field and greenhouse crops and ornamentals. Read this label carefully. Refer to the Technical Bulletin for 
Additional Guidelines for Use. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) of the 
nuclear polyhedrosis virus of Spodoptera 
exigua 

Inert Ingredients: 

*This lot contains at least 2 billion OBslml. 

KEEP OUT OF THE REACH OF CHILDREN 

CAUTION 

STATEMENT OF PRACTICAL TREATMENT 

I 

In case of contact with eyes flush with plenty of water for at least 15 minutes. If on skin, wash 
thoroughly with soap and water. If inhaled, remove victim to fresh air. Apply respiration if indicated. 
Get medical attention if irritation persists. 

Mfg. By: Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 

ESTABLISHMENT No. 58788-MD-002 

EPA REGISTRATION No. 

Net Volume: 

Lot No. 
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. 
PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS (AND DOMESTIC AN1MALS) 

Precautionary Statements: Avoid inhalation or contact with skin, eyes or clothing. Avoid breathing 
spray mist. 

Personal Protective Equipment: Applicators and other handlers must wear 
Long-sleeved shirt and long pants 
Shoes plus socks 

Follow manufacturers instructions for cleaning and maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash PPE separately from other laundry. 

USER SAFETY RECOMMENDATION 

Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS 

Do not contaminate water when disposing of equipment wash waters. 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. Open dumping is prohibited. Do not re­
use empty containers. 

STORAGE: Store this product in original sealed container in a cool, dry place inaccessible to children 
and pets. Store at temperatures below 90° F. 

Bioactivity may be impaired by storage above 90° F. Storing the product in a freezer or refrigerator will 
extend its shelf-life. 

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site or at 
an approved waste disposal facility. 

Pesticide, spray mixture or rinsate that cannot be used should be disposed of on site or at an approved 
waste disposal facility in accordance with Federal and local regulations. 

CONT AlNER DISPOSAL: 

Plastic container-triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture and 
dispose of in a sanitary landfill, or by incineration, or, if allowed by State and local authorities, by 
burning. If burning is allowed, stay out of smoke. 
Glass container-triple rinse (or equivalent). Then dispose of in a sanitary landfill or by other approved 
State and local procedures. 
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DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this product in a manner inconsistent with its labeling. Do not apply 
this product in a way that will contact workers or other persons, either directly or through drift. Only 
protected handlers may be in the area during application. For any requirements specific to your State or 
Tribe, consult the agency responsible for pesticide regulation. 

(Refer to Technical Bulletin for Additional Guidelines for Use.) 

AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard, 40 CFR 
part 170. This Standard contains requirements for the protection of agricultural workers on farms, 
forests, nurseries and greenhouses, and handlers of agricultural pesticides. It contains requirements for 
training, decontamination, notification, and emergency assistance. It also contains specific instructions 
and exceptions pertaining to the statements on this label about personal protective equipment (PPE) and 
restricted entry interval (REI). The requirements in this box only apply to uses ofthis product that are 
covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 12 
hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and 
that involves contact with anything that has been treated, such as plants, soil, or water, is: 

Coveralls 
Waterproof gloves 
Shoes plus socks 

GENERAL INFORMATION 

SPOD-X LC is a highly selective insecticide for use against the insects and on the crops listed on this label. 
Always follow these directions: 

Treat when larvae are young (early instars) and are actively feeding. Apply before extensive damage has 
occurred. When insect infestations are heavy, use the higher label rates. 

Thorough spray coverage is essential for good insect control. SPOD-X LC should be applied by conventional 
ground or aerial application equipment with quantities of water to provide thorough coverage of infested plants 
without runoff The amount of water needed per acre will depend on weather, spray equipment, and local 
experience. Generally, use the recommended amount of SPOD-X LC in 20-100 gallons of water per acre for e ground application and in at least 5 gallons of water for aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the performance of this product. 
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Fill the mix tank with desired quantity ofwater. Agitation should be used during mixing. If a spreader/sticker 
or ultra-violet screen is used, add prior to the addition of SPOD-X LC. Mixing time can be reduced by 
premixing SPOD-X LC with a small amount of water and vigorously agitating before adding to the tank. Final 
formulation should be mixed for 10-30 minutes. 

PRODUCT INFORMATION 

Application 

Recommended Application Rates 

·.· ... ····•··.·· .·.·. ·cROP RATE 

Billion OBs Mls Per 

1\·· ...... · .... •.··,· ... ·· . 
Per Acre Acre 

:.· 

Vegetables 200 100 Repeat as necessary to 
Tomatoes, lettuce, cabbage, beans, maintain controL 
peppers, celery, escarole, sweet com, 
peas, asparagus, beets, cauliflower, 
cucumber, broccoli, onion 
Other Crops 200 100 
Cotton, alfalfa, soybeans, peanuts, 
potatoes, corn, wheat, sweetpotatoes, 
tobacco, sunflower, sugarbeets 
Floriculture 200 100 
Chrysanthemum, gypsophila, gerbera, 
rose, carnation, azalea, gladiolus, 
cyclamen, saintpaulia, geranium, 
Bouvardia 

This product is for use on both field and greenhouse crops and ornamentals. 

USE NON-CHLORINATED WATER AT A pH NEAR 7.0 IN THE SPRAY-TANK MIX 

SPOD-X LC may be applied up to and including the day of harvest and storage. 

Limited Warranty: Crop Genetics International, makes no warranty, express or implied including the 
warranties of merchantability and/or fitness for any particular purpose, concerning this material except 
those which are contained on this label and/or accompanying technical bulletin. 
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TECHNICAL BULLETIN 
SPOD-X LC BIOLOGICAL INSECTICIDE 

PRODUCT DESCRIPTION 

SPOD-X LC, produced in the laboratories of Crop Genetics International is an IVP (Insecticidal Virus 
Product) used to control caterpillars oflabelled insect pests. 

SPOD-X LC provides a unique opportunity for biological control of insect caterpillars without harmful effects 
on humans, domestic animals, wildlife, beneficial insects and plants. 

SPOD-X LC is a liquid concentrate. Its active ingredient is the nuclear polyhedrosis virus of Spodoptera 
exigua. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) of the 
nuclear polyhedrosis virus of Spodoptera exigua 

e Inert Ingredients: 

*This lot contains at least 2 billion OBs per mi. 

BIOLOGICAL PROPERTIES 

SPOD-X LC belongs to the family Bacu1oviridae, subgroup A Numerous virus particles or virions are 
randomly occluded within a protein paracrystalline matrix called a polyhedral occlusion body (OB). The 
virions occluded within the OBs are the infectious units. VIrions consist of rod-shaped nucleocapsids that are 
surrounded by an envelope. 

The product is rapidly inactivated by temperatures above 90° F. For prolonged storage, the product should be 
kept below 40° F. 

MODE OF ACTION 

The virus must be ingested to be infective. When infected, at early stages of larval development, infection 
ultimately results in death. The OBs dissolve within seconds in the midgut after ingestion. The released 
infectious virions enter the nuclei of the epithelial cells lining the midgut and replicate. Virus progeny enter the 
hemocoel and infect virtually all cell types, including hemocytes, tracheal cells, fat body cells and epidermal 
cells. All the cells of tissues are susceptible. 
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. 
Assembly of virions and fonnation ofOBs occur only within the nucleus. Lysis of cell and disintegration of 
larval tissue begin shortly thereafter. 

Within a day after ingestion, the usually clear hemolymph becomes increasingly cloudy. Another 1-2 days 
later, polyhedra-shaped bodies are detected in the blood. Depending on the dose and ambient temperatures, 
maximum effect on young larvae will occur at 5-7 days after initial ingestion. Shortly after death, larvae 
become flaccid and the integument ruptures, releasing billions of OBs. 

APPLICATION SHOULD BE MADE WHEN LARVAE ARE IN THE FIRST AND SECOND INSTAR. 
LARVAE MUST INGEST OBS TO BE INFECTED, WHICH IS THE CASE WHEN THEY CONSUME 
SPRAYED PLANT MATERIAL. 

Baculoviruses have been found only in invertebrates; no member of this family is knmvn to infect vertebrates or 
plants. SPOD-X LC does not reproduce in mammalian cells. No adverse effect to fish, wildlife or beneficial 
organisms has been observed. 

The information contained herein is based on data which are believed to be reliable, but it is understood 
that such information is not guaranteed by Crop Genetics International Corporation and is to be used at 
the risk of the user of such information. 

Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 
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SPOD-X®LC 

A Liquid Concentrate 
Biological Insecticide 

for Control m 
Beet armyworm 

SPOD-X LC is an IVP (Insecticidal Virus Product) for control of the caterpillars of the beet annyworm on 
field and greenhouse crops and ornamentals. Read this label carefully. Refer to the Technical Bulletin for 
Additional Guidelines for Use. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) of the 
nuclear polyhedrosis virus of Spodoptera 
exigua 

Inert Ingredients: 

*This lot contains at least 2 billion OBs/ml. 

KEEP OUT OF THE REACH OF CHILDREN 

CAUTION 

STATEMENT OF PRACTICAL TREATMENT 

0.64% 

99.36% 

In case of contact with eyes flush with plenty of water for at least 15 minutes. If on skin, wash 
thoroughly with soap and water. If inhaled, remove victim to fresh air. Apply respiration if indicated. 
Get medical attention if irritation persists. 

Mfg. By: Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 

ESTABLISHMENT No. 58788-MD-002 

EPA REGISTRATION No. 

Net Volume: 

Lot No. 
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. 
PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS (AND DOMESTIC ANIMALS) 

Precautionary Statements: Avoid inhalation or contact with skin, eyes or clothing. Avoid breathing 
spray mist. 

Personal Protective Equipment: Applicators and other handlers must wear 
Long-sleeved shirt and long pants 
Shoes plus socks 

Follow manufacturer's instructions for cleaning and maintaining PPE. If no such instructions for 
washables, use detergent and hot water. Keep and wash PPE separately from other laundry. 

USER SAFETY RECOMMENDATION 

Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 

ENVIRONMENTAL HAZARDS 

Do not contaminate water when disposing of equipment washwaters. 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage or disposal. Open dumping is prohibited. Do not re­
use empty containers. 

STORAGE: Store this product in original sealed container in a cool, dry place inaccessible to children 
and pets. Store at temperatures below 90° F. 

Bioactivity may be impaired by storage above 90° F. Storing the product in a freezer or refrigerator will 
extend its shelf-life. 

PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on site or at 
an approved waste disposal facility. 

Pesticide, spray mixture or rinsate that cannot be used should be disposed of on site or at an approved 
waste disposal facility in accordance with Federal and local regulations. 

CONTAINER DISPOSAL: 

Plastic container-triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture and 
dispose of in a sanitary landfill, or by incineration, or, if allowed by State and local authorities, by 
burning. If burning is allowed, stay out of smoke. 
Glass container-triple rinse (or equivalent). Then dispose of in a sanitary landfill or by other approved 
State and local procedures. 
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DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this product in a manner inconsistent with its labeling. Do not apply 
this product in a way that will contact workers or other persons, either dir.ectly or through drift. Only 
protected handlers may be in the area during application. For any requirements specific to your State or 
Tribe, consult the agency responsible for pesticide regulation. 

(Refer to Technical Bulletin for Additional Guidelines for Use.) 

AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard, 40 CFR 
part 170. This Standard contains requirements for the protection of agricultural workers on farms, 
forests, nurseries and greenhouses, and handlers of agricultural pesticides. It contains requirements for 
training, decontamination, notification, and emergency assistance. It also contains specific instructions 
and exceptions pertaining to the statements on this label about personal protective equipment (PPE) and 
restricted entry interval (REI). The requirements in this box only apply to uses of this product that are 
covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 12 
hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and 
that involves contact with anything that has been treated, such as plants, soil, or water, is: 

Coveralls 
Waterproof gloves 
Shoes plus socks 

GENERAL INFORMATION 

SPOD-X LC is a highly selective insecticide for use against the insects and on the crops listed on this label. 
Always follow these directions: 

Treat when larvae are young (early instars) and are actively feeding. Apply before extensive damage has 
occurred. When insect infestations are heavy, use the higher label rates. 

Thorough spray coverage is essential for good insect control. SPOD-X LC should be applied by conventional 
ground or aerial application equipment with quantities of water to provide thorough coverage of infested plants 
without runoff The amount of water needed per acre will depend on weather, spray equipment, and local 
experience. Generally, use the recommended amount ofSPOD-X LC in 20-100 gallons ofwater per acre for e ground application and in at least 5 gallons of water for aerial application. 

A spreader/sticker and ultraviolet screening agent may enhance the performance of this product. 
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Fill the mix tank with desired quantity ofwater. Agitation should be used during mixing. If a spreader/sticker 
or ultra-violet screen is used, add prior to the addition ofSPOD-X LC. Mixing time can be reduced by 
premixing SPOD-X LC with a small amount of water and vigorously agitating before adding to the tank. Final 
formulation should be mixed for 10-30 minutes. 

PRODUCT INFORMATION 

Application 

Recommended Application Rates 

I CROP RATE . 

Billion OBs Mls Per 

0o oo.o
0 .· 0 .•. 

Per Acre Acre 
oOo··: OoO . 'oo 

Vegetables 200 100 Repeat as necessary to 
Tomatoes, lettuce, cabbage, beans, maintain control. 
peppers, celery, escarole, sweet corn, 
peas, asparagus, beets, cauliflower, 
cucumber, broccoli, onion 
Other Crops 200 100 
Cotton, alfalfa, soybeans, peanuts, 
potatoes, corn, wheat, sweetpotatoes, 
tobacco, sunflower, sugarbeets 
Floriculture 200 100 
Chrysanthemum, gypsophila, gerbera, 
rose, carnation, azalea, gladiolus, 
cyclamen, saintpaulia, geranium, 
Bouvardia 

This product is for use on both field and greenhouse crops and ornamentals. 

USE NON-CHLORINATED WATER AT A pH NEAR 7.0 IN THE SPRAY-TANK MIX 

SPOD-X LC may be applied up to and including the day of harvest and storage. 

Limited Warranty: Crop Genetics International, makes no warranty, express or implied including the 
warranties of merchantability and/or fitness for any particular purpose, concerning this material except 
those which are contained on this label and/or accompanying technical bulletin. 
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TECHNICAL BULLETIN 
SPOD-X LC BIOLOGICAL INSECTICIDE 

PRODUCT DESCRIPTION 

SPOD-X LC, produced in the laboratories of Crop Genetics International is an IVP (Insecticidal Virus 
Product) used to control caterpillars oflabelled insect pests. 

SPOD-X LC provides a unique opportunity for biological control of insect caterpillars without harmful effects 
on humans, domestic animals, wildlife, beneficial insects and plants. 

SPOD-X LC is a liquid concentrate. Its active ingredient is the nuclear polyhedrosis virus ofSpodoptera 
exigua. 

Active Ingredient* 
Polyhedral occlusion bodies (OBs) of the 
nuclear polyhedrosis virus of Spodoptera exigua 

• Inert Ingredients: 

*This lot contains at least 2 billion OBs per ml. 

BIOLOGICAL PROPERTIES 

SPOD-X LC belongs to the family Baculoviridae, subgroup A Numerous virus particles or virions are 
randomly occluded within a protein paracrystalline matrix called a polyhedral occlusion body (OB). The 
virions occluded within the OBs are the infectious units. VIrions consist of rod-shaped nucleocapsids that are 
surrounded by an envelope. 

The product is rapidly inactivated by temperatures above 90° F. For prolonged storage, the product should be 
kept below 40° F. 

MODE OF ACTION 

The virus must be ingested to be infective. \\'hen infected, at early stages of larval development, infection 
ultimately results in death. The OBs dissolve within seconds in the midgut after ingestion. The released 
infectious virions enter the nuclei of the epithelial cells lining the midgut and replicate. Virus progeny enter the 
hemocoel and infect virtually all cell types, including hemocytes, tracheal cells, fat body cells and epidern1al 
cells. All the cells of tissues are susceptible. 
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Assembly of virions and fonnation of OBs occur only within the nucleus. Lysis of cell and disintegration of 
larval tissue begin shortly thereafter. 

Within a day after ingestion, the usually clear hemolymph becomes increasingly cloudy. Another 1-2 days 
later, polyhedra-shaped bodies are detected in the blood. Depending on the dose and ambient temperatures, 
maximum effect on young larvae will occur at 5-7 days after initial ingestion. Shortly after death, larvae 
become flaccid and the integument ruptures, releasing billions of OBs. 

APPLICATION SHOULD BE MADE WHEN LARVAE ARE IN THE FIRST AND SECOND INST AR. 
LARVAE MUST INGEST OBS TO BE INFECTED, WHICH IS THE CASE WHEN THEY CONSUME 
SPRAYED PLANT MATERIAL. 

Baculoviruses have been found only in invertebrates; no member of this family is known to infect vertebrates or 
plants. SPOD-X LC does not reproduce in mammalian cells. No adverse effect to fish, wildlife or beneficial 
organisms has been observed. 

The information contained herein is based on data which are believed to be reliable, but it is understood 
that such information is not guaranteed by Crop Genetics International Corporation and is to be used at 
the risk ofthe user of such information. 

Crop Genetics International 
10150 Old Columbia Road 
Columbia, MD 21046 
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